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Material Sent for Data Extraction 
Reg. # 53~?::> - ~ I ':;2, 

bJ'I(;;,:;'H •. .i i~\.IVI i • ----------------

D Material(s) Sent to Data Extraction Contractors: 

~ New Stamped Label Dated 115/; 3 

D Notification Dated 

D New CSF(s) Dated 

D Other: 

D Decision #: 

D Other Action/Comments: 

File this coversheet and attached materials in the jacket. It must be 
well organized and clipped together, NOT STAPLED. Then give the 
jacket with the coversheet and materials to staff in the Information 
Services Center (ISC) (Room S-4900). If a jacket is full or only 
available as an image, please file materials in a new jacket and bring it 
down to the (ISC). For further information please call 703-605-0716. 

Reviewer: __ _,!_A,_,u,_,t,_u!..!.m.!.!.n.!_!_M-'-"e"""t=zg~e ,__r ___ _ 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

SEP 0 !i 2013 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

Control Solutions 
c/o James Messina, Exponent 
1150 Connecticut Avenue, N.W. 
Suite 1100 
Washington, DC 20036 

Dear Mr. Messina: 

Subject: Amendment to revise restriction under "Directions for Use" to read "Do not use 
on dogs or puppies under (6.5/6Y~J[23][45][89] pounds or less than 8 weeks of age." 
CSl Fipronil + Novaluron Spot-on for Dogs 
EPA Registration No. 53883-312 
Your Submissions Dated 8/30/2013 

The labeling refened to above submitted in connection with the Federal Insecticide, 
Fungicide and Rodenticide Act, as amended is acceptable. 

A stamped copy of the labeling is enclosed for your records. Please submit one final 
printed copy of the labeling before releasing the product for shipment. If you have any questions 
regarding this label, please contact Autumn Metzger at (703) 305-5314 or 
metzger.autumn@epa.gov. 

Sincerely, 

~~\___ \ 
Reuben Baris ~::=:::=:::':>~~-----
Acting Product Manager (07) 
Insecticide-Rodenticide Branch 
Registration Division (750SP) 
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CSI Master Label 
September 4, 2013 
Information in [ ] is optional. 

EPA Reg. No. 53883-312 
Page I ofl3 

{FRONT LABEL} 

CSI Fipronil + Novaluron Spot-On for Dogs 

[For use only on dogs 8 weeks of age or older] 
[For use only on dogs 8 weeks old and older] 
[For use only on dogs more than 8 weeks old] 
[For use only on dogs [&][and] puppies 8 weeks or older and 6.5/6Y:i lbs. and over] 
[For use only on dogs 6.5/6Y2lbs. and over [and][&] over 8 weeks of age] 
[Only apply to puppies over 8 weeks old] 
[Only apply to puppies 8 weeks or older] 
[Apply to dogs 8 weeks of age or older] 
[Apply only to dogs 8 weeks of age or older] 
[Apply to dogs >8 weeks old] 
[Apply only on dogs [and puppies] [>6.S/6Y2lbs./more than 6.5/6~ lbs. [and/&] over 8 weeks 
old] 

{One of following will be used on label} 
[For use ONLY on dogs [&][and] puppies] 
[ONLY for Dogs & Puppies 8 weeks or older [and][&] 6.5/6Yo[-] [to] 22lbs] 
[6.5/6Yo[-] [to] 22lbs] [Only for Dogs 6.5/6Yo[-] [to] 22lbs.] 
[23[-] [to] 44lbs] [Only for Dogs 23[-J [to] 44lbs.] 
[45[-] [to] 88lbs] [Only for Dogs 45[-] [to] 88lbs.] 
[89[-] [to] !32lbs] [Only for Dogs 89[-J [to] 132lbs.] 
[over 8 weeks of age]] 

{or} 
[Only for Dogs 6.S/6Y2M22 lbs. & Puppies (8 weeks or older)] 
[Only for Dogs 23-44lbs.] 

ACCEPTED 
SEP 0 5 2013 

Under the Federal Insecticide, Fungicide, 
and Rodenticide Act, as amended, for the 

pesticide registered under: 
[Only for Dogs 45-88 lbs.] 
[Only for Dogs 89-!32lbs.] EPA. Reg. No: S 33-15 6 - 3 I 2. 

ACTIVE INGREDIENTS: 
Fipronil .......................................................................... 9.8% 
Novaluron ................................................................... 20.0% 
OTHER INGREDIENTS: ........................................ 70.2% 
TOTAL: ................................................................... IOO.O% 

{ 1.5 em x 1.5 em or as listed below/bottom right corner of front panel} 

··- s~E~O~~-~ 
CAT~ 
............ ..! 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

[See [Back][or][Side] [Label[s]] [Panel[s]] [or] [insert] for Additional Precautionary Statements] 
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September 4, 2013 
Information in [ ] is optional. 

CSI Master Label 

{Option 1: Net Contents related to specific CRP packaging} 
NET CONTENTS: X fl oz [Y- X fl oz applicators] 

EPA Reg. No. 53883-312 
Page 2 of 13 

[I] [One ][2] [Two] [3] [Three][ 4] [Four][ 5][Five ][ 6][Six] [ 12] [Twelve] [24] [Twenty-Four] 0.023 fl 
oz (0.67 mL) applicators 
[I ][One][2][Two][3][Three][ 4][Fom][5][Five ][6][Six ][12J[Twelve ][24][TwentyFour] O.Q45 fl oz 
(1.34 mL) applicators 
[I ][One][2][Two ][3][Tltree ][ 4][Four][5][Five ][6][Six ][ 12][Twelve ][24][Twenty-Four] 0.091 fl 
oz (2.68 mL) applicators 
[I ][One][2][Two ][3][Three ][4][Four][5][Five)[6][Six][ 12][Twelve][24][Twenty-Four] 0.136 fl 
oz (4.02 mL) applicators 
{End Option I) 

{Option 2: Net Contents related to specific CRP packaging} 
NET CONTENTS: X fl oz [3- X fl oz applicators) 
[[Three] [3] 0.023 fl. oz. (0.67 mL) applicators] 
[[Three] [3] 0.045 fl. oz. (1.34 mL) applicators] 
[[Three] [3] 0.091 fl. oz. (2.68 mL) applicators] 
[[Three] [3] 0.136 fl. oz. (4.02 mL) applicators] 
{End Option 2} 

{Front label may include various marketing statements, refer to Optional Marketing Language 
section} 

{END FRONT LABEL) 

{BACK LABEL) 

READ ENTIRE LABEL BEFORE EACH USE. 
USE ONLY ON DOGS AND PUPPIES OVER 8 WEEKS OF AGE. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS. CAUTION: Harmful if swallowed. Wash thoroughly with soap 
and water after handling and before eating, drinking, chewing gum, using tobacco, or using the 
toilet. 

FIRST AID 

If swallowed • Immediately call a poison control center or doctor. 

• Do not induce vomiting unless told to do so by a poison control center or 
doctor. 

• Have person sip a glass of water if able to do so . 

• Do not give anything by mouth to an unconscious person . 
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CSI Master Label 
September 4, 2013 
Information in [ ] is optional. 

EPA Reg. No. 53883-312 
Page 3 of 13 

HOT LINE NUMBER 
Have the prod11ct container or label with you when calling a poison control center or doctor, or 
going for treatment. [You may also contact [XXX~XXX-XXXX] for emergency medical 
treatment information.] 

HAZARDS TO DOMESTIC ANIMALS. For external use on dogs only. Individual 
sensitivities, while rare, may occur after using any pesticide product on dogs. If signs of 
sensitivity occur bathe your dog with a mild soap and rinse with large amounts of water. If signs 
persist, or become more severe within a few days of application, consult a veterinarian 
immediately. If your dog has an unusual reaction to the initial application, consult a veterinarian 
before repeating treatment. Certain medications can interact with pesticides. Consult a 
veterinarian before using on medicated, known organ dysfunction, debilitated or aged dogs. 
[Call [XXX-XXX·XXXX] for 24-hour assistance.] 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
DO NOT ALLOW CHILDREN TO APPLY PRODUCT. TO PREVENT HARM TO YOU 
AND YOUR DOG. READ ENTIRE LABEL BEFORE EACH USE. FOLLOW ALL 
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. Do not have contact 
or allow children contact with treated area until completely dry. 

Do not use on dogs or puppies under [6.5/6Yz][23][45][89] pounds or less than 8 weeks of age. 
Do not allow your dog to ingest this product. Use entire contents of tube on each dog. Do not 
split one tube between dogs. Do not use multiple tubes on one dog. Weigh your dog to be sure 
you are applying the right dose formulated for the weight of your dog. Do not treat your dog with 
more than one pesticide product at a time. Do not use on rabbits or animals other than dogs. Do 
not use on pregnant or lactating dogs. Separate the treated dog from all other dogs and cats for 24 
hours after treatment has been applied. 

Side Effects: Monitor your dog after application. Side effects may include signs of skin 
irritation such as redness, scratching, or other signs of discomfort. Individual sensitivities, while 
rare, may occur after using any pesticide product. If signs persist, or become more severe within 
a few days of application, consult a veterinarian immediately. If your dog has an 1musual 
reaction to the initial application, consult a veterinarian before repeating treatment. Certain 
medications can interact with pesticides. real! fXXX-XXX-XXXX] for 24~hour assistance.l 

DO NOT USE ON CATS. Keep cats away from treated dogs for 24 hours. 
ingested by a cat, contact your veterinarian. 

{I .5 em x I .5 em or as listed below/bottom right corner of back panel} 

If applied to a cat or 

0<0 NOT 
1J.SE ON 
CAtS 
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September 4, 2013 
Information in [ [is optional. 

CSI Master Label 
EPA Reg. No. 53883-312 
Page 4 of 13 

[Optional drawings that may or may not appear anywhere on finished label] 

[[Application Instructions] [How to Apply- May contain graphics illustrating product use, 
e.g., dog with a drop falling onto its neck from a vial on front, side, or back carton label 
and/or applicator labeling. [ 

Only For Dogs Weighing 6.5/6~[-)[to[22lbs. [including small dogs and puppies,] 8 weeks or 
older 
[For cartons containing 0.023 fl. oz. (0.67 ml) applicator tubes] 
Apply one [tube] [applicator] (0.023 fl. oz.) (0.67 ml) [as a spot [on][to] the dog's back between 
the shoulder blades][from the back of the neck to a point midway between the neck and tail). 

Only for Dogs Weighing Between 23[-J[to]44 lbs. 
[For cartons containing 0.045 fl. oz. (1.34 ml) applicator tubes[ 
Apply one [tube] [applicator] (0.045 fl. oz.) (1.34 ml) [as a spot [on][to] the dog's back between 
the shoulder blades] [from the back of the neck to a point midway between the neck and tail]. 

Only for Dogs Weighing Between 45H [to]88lbs. 
[For cartons containing 0.091 fl. oz. (2.68 ml) applicator tubes] 
Apply one [tube] [applicator] (0.091 fl. oz.) (2.68 ml) [as a spot[onJ[toJ the dog's back between 
the shoulder blades] [from the back of the neck to a point midway between the neck and tail]. 

Only for Dogs Weighing 89[-J[to]132lbs. 
[For cartons containing 0.136 fl. oz (4.02 mi.) applicator tubes) 
Apply one [n1be] [applicator) (0.136 fl. oz.) (4.02 ml) [as a spot [on)[to] the dog's back between 
the shoulder blades] [from the back of the neck to a point midway between the neck and tail). 
Do not use two tubes on dogs greater than 132 lbs. 

FREQUENCY OF APPLICATION 
Use [Brand Name] monthly for control of flea, tick, flea egg, [and] chewing lice [and mosquito] 
infestations. [Studies show that] [Brand Name] kills adult fleas for up to three months. Apply 
monthly if your dog is at high risk for flea reinfestation[, or in a highly infested environment]. 
[Apply monthly to kill mosquitoes within 24 hours.] Apply monthly to control ticks[,] 
[mosquitoes] and chewing lice. Do not reapply for [30 days)[4 weeks]. 

[If you haye questions or comments about this product, please write: CSI Consumer Response, 
5903 Genoa-Red Bluff Road, Pasadena, TX 77507] 
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September 4, 2013 
Information in [ ] is optional. 

CSI Master Label 

[In Case of Emergency, call: XXX-XXX-XXXX] 
[For more information] 
[Non-Emergency, call XXX-XXX-XXXX] 
[Made in USA] 

[Distributed by:][Manufactured by:] 
Control Solutions, Inc. 
5903 Genoa-Red Bluff Road 
Pasadena, TX 77507 

EPA Reg. No. 53883-312 
EPA Est. No. XXXXX-XX-XXX 

{END BACK LABEL) 

EPA Reg. No. 53883-312 
Page 5 of 13 

{FOLLOWING TEXT MAYBE FOUND ON SIDE PANELS, BACK PANEL AS SPACE 
PROVIDES OR PRODUCT INSERT) 

{Option 1: How to open label language related to specific CRP packaging} 
[Option Ia] 
How to open: Remove product tube[s] [vial] from the package. [Separate one tube from the 
others.] Hold the tube [vial] with notched end pointing up and away from the face and body of 
ym1 and your dog. Use scissors to e11t offthe narrow end at the notches along the line. 

How to apply: Invert tube over dog and use open end to part dog's hair. Squeeze tube firmly to 
apply all of the solution to the dog's skin, as directed below. [Do not apply more often than once 
every 4 weeks.] [Repeat application may be made if necessary, but do not apply more often than 
once every 30 days.] [Repeat application [may][ can] be made every fom weeks.] 

[Option lb] 
How to open 

1. Remove product tube[s] [vial] from the package. 
2. [Separate one t11be from the others.] Hold the t11be [vial] with notched end pointing up 

and away from the face and body ofy011 and your dog. Use scissors to cut off the narrow 
end at the notches along the line. 

How to apply 
1. Invert tube over dog and use open end to part dog's hair. 
2. Squeeze tube firmly to apply all of the solution to the dog's skin [as a spot [on][to] the 

dog's back bet\.veen the shmlider blades.] [or] [from the back of the neck to a point 
midway between the neck and tail.] 

{End Option I} 
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September 4, 2013 
Information in [ J is optional. 

CSI Master Label 
EPA Reg. No. 53883-312 
Page 6 of l3 

{Option 2: How to open label language related to specific CRP packaging} 

DIRECTIONS FOR OPENING PACKAGING: 

0 Cut alont) so:::sor cut i1rte to separate ur11( 

Turn un1t over and cut 
c.::rner ,rt lu'b end 

{End Option 2} 

From CT;t cori/.E[, pee} bacf:~ng 
complEtely on irom oottom to top 

Rerr1ove 
the ilPP!iCator 

[Brand NameJ contains fipronil and the insect growth regulator (IGR) novaluron. [Brand 
Name J effectively targets fleas and ticks. [Brand Name] features a Sllstained release formula 
created to act fast and provide [long lasting} control of fleas, ticks, flea eggs, [mosquitoes] and 
chewing lice forllp to [I month] [[four] [4] weeks] [30 daysJJ on dogs. 

STORAGE AND DISPOSAL 
PESTICIDE STORAGE: Do not remove tube from the pack until ready to use. Store in a cool 
[below 77°F[/] (25°C)J dry place inaccessible to children and pets. Do not refrigerate. Protect 
from direct sunlight. 

PESTICIDE DISPOSAL AND CONTAINER HANDLING: If empty: Non-refillable 
container. Do not reuse or refill this container. Offer for recycling if available. If partly filled: 
Call your local solid waste agency for disposal instructions. Never place unused prod11ct down 
any indoor or outdoor drain. 

[LIMITATION OF WARRANTY AND LIABILITY 
Read the entire direction for use, conditions of warranties and limitations of liability before using 
this product. If terms are not acceptable, return the unopened product container at once. By using 
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September 4, 2013 
lnfonnation in [ J is optional. 

CSI Master Label 
EPA Reg. No. 53883-312 
Page 7 of 13 

this product, user or buyer accepts the following CONDITIONS, DISCLAIMER OF 
WARRANTIES, and LIMITATIONS OF LIABILITY. 

CONDITIONS: The directions for use of this product are believed to be adequate and must be 
followed carefully. However, it is impossible to eliminate all risk associated with the use of this 
product. Animal injury, ineffectiveness or other uninte!lded consequences may result because of 
such factors as presence of other materials, or the manner of use or application, all of which are 
beyond the control of Control Solutions, Inc. To the extent consistent with applicable law, all 
such risks shall be assumed by the user or buyer. 

DISCLAIMER OF WARRANTIES: To the extent consistent with applicable law, Control 
Solutions, Inc. makes no other warranties, express or implied, of merchantability or of fitness for 
a particular purpose or otherwise, that extend beyond the statements made on this label. No agent 
of Control Solutions, Inc. is authorized to make any warranties beyond those contained herein or 
to modify the warranties contained herein. To the exte!lt consistent with applicable law, Control 
Solutions; Inc. disclaims any liability whatsoever for special, incidental or consequential 
damages resulting from the use or handling of this product. 

LIMITATIONS OF LIABILITY: To the extent consistent with applicable law, the exclusive 
remedy of the user or buyer for any and all losses, injuries or damages resulting from the use or 
handling of this product, whether in contract, warranty, tort, negligence, strict liability or 
otherwise, shall !lOt exceed the purchase price paid or at Control Solutions, Inc. election, the 
replacement of product.] 

[If you have questions or comments about this product, please write: CSI Consumer Response, 
5903 Genoa~Red Bluff Road, Pasadena, TX 77507] 

[In Case of Emergency, call: XXX~XXX~XXXX] 
[For more information] 
[Non~Emerge!lcy, call XXX~XXX~XXXX] 
[Made in USA] 

[Distributed by:][Manufactured by:] 
Control Solutions, Inc. 
5903 Genoa~Red Bluff Road 
Pasadena, TX 77507 

EPA Reg. No. 53883-312 
EPA Est. No. XXXXX-XX-XXX 

[Look at the Label [Look at the Label icon] 6 Step [Spot-On] [Squeeze~On] [Topical] Checklist 
• Read the label completely and follow directions 
• Weigh your dog 
• Do NOT use Dog products on Cats 
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September 4, 2013 
Infonnation in [ ] is optional. 

CSI Master Label 

• Do NOT treat with more than one pesticide product at a time 

EPA Reg. No. 53883-312 
Page 8 of 13 

• Separate animals after treatment for at least 24 hours to avoid chance of ingestion 
• Do NOT split tubes between Dogs [and use the ENTIRE tube contents].] 

[Brand Name] 
[1][2][3][4][5][6][12][24] [Month [Treatment] [Application] Tracker] 
[Monthly reminder card] 
[Apply [Brand Name] monthly for continuous protection against fleas, ticks, flea eggs [and] 
chewing lice [and mosquitoes].] 
[For year-round protection, apply [Brand Name] monthly.] 
[Pet's Name (Empty blank for owner to fill in name)] 
[First] [I"] [Second] [2"'] [Third] [3''] [Fourth][ 4'"] [Fifth][ 5'"][Sixth] [ 6'"][Seventh] [7'"] [Eighth] [8'"] [ 
Ninth ][9'"][Tenth][l O'"][Eieventh ][II "'][Twelfth][ 12'"] 
[Dose] [Treatment] [Application] 
[(Empty blank for owner to fill in date)(Date: MM/DD/YY)] 
[Calendar stickers with brand name] [Place stickers on your calendar as a reminder to reapply 
[brand name] in 30 days.] 

[Monthly Application Reminder Magnet] 
[Enclosed tOr your convenience is an application reminder magnet. Push the (reset) button to 
start the clock. After 30 days the magnet will flash (and beep) reminding you to reapply [Brand 
Name]. This application reminder can be used for future treatments. Just press the reset button 
and in another 30 days the reminder magnet will flash (and beep) reminding you to reapply.] 

{END: TEXT THAT MAYBE FOUND ON SIDE PANELS, BACK PANEL AS SPACE 
PROVIDES OR PRODUCT INSERT} 

{Optional graphics below may or may not appear anywhere on finished label} 

I n~"ooGs 
A;;; ~••;; :.• •. 
/" 

:f,Y' ,'"'' 

f ""''m" """"'\ 
..,FL£A LAFIVAE 

R.EA FV!'AE /jy· 

[Flea life cycle diagram] [Flea Life Cycle] 
[Sample coloring and layout may be different on final label] 
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CSI Master Label 
September 4, 2013 
Information in [ 1 is optional. 
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EPA Reg. No. 53883-312 
Page9ofl3 

,, 
~- Mite ~Mite 

{End optional graphics} 

{TUBE I VIAL LABEL} 

{Option 1 Tube label related to CRP Option 1} 

Front Label 
Brand Name {cat graphic with line through 
it} 
Use only on dogs 8 weeks and older and 
[6.5/61',-22][23-44][45-88 [[89-132] lbs. 
Fipronil 9.8%, Novaluron 20.0% w/w 
[0.023 fl oz (or) 0.045 fl oz (or) 0.091 fl oz (or) 
0. I 36 fl oz l [label code] 

{End Option I} 

Back Label 
KEEP OUT OF REACH OF CHILDREN 
CAUTION: Read directions and precautions 
before using. Use scissors to open. 
EPA REG. No. 53883-3I2 

[label code] 
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CSI Master Label 
September 4, 2013 
Information in [ J is optional. 

EPA Reg. No. 53883-312 
Page 10 of 13 

{Option 2 Blister pack label related to CRP Option 2} 

Front Label 

Brand Name {cat graphic with line through 
it} 
Use only on dogs 8 weeks and older and 
[ 6.5/6Y,-22][23-44 ][45-88][89-132) lbs. 
Fipronil 9.8%, Novaluron 20.0% w/w 
[0.023 fl oz (or) 0.045 fl oz (or) 0.091 tl oz (or) 
0.136 fl oz] [label code] 

{End Option 2} 

Back Label 
KEEP OUT OF REACH OF CHILDREN 
CAUTION: Read directions and precautions 
before using. 
EPA REG. No. 53883-312 

[label code] 
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September 4, 20 l3 
Information in [ ] is optional. 

CSI Master Label 
EPA Reg. No. 53883-312 
Page II of 13 

[OPTIONAL MARKETING LANGUAGE THAT MAY BE FOUND ON ANY PANEL 
OR INSERT OF THE LABEL OR PACKAGING} 

[Fleas] 
[ • Research demonstrates that [brand name] kills adult fleas and flea eggs for up to one 
month] 
[ • [Brand Name] prevents development of fleas for up to one month] 
[ • Prevents adult fleas and flea eggs] 
[• If dog is a high risk for flea reinfestation, a once a month application is needed] 
[• Kills flea eggs for up to I month] 
[• With Novaluron Insect Growth Regulator which Breaks the Flea Life Cycle] 
[ • With Novaluron to Break Flea Life Cycle] 
[ • With Insect Growth Regulator to Break Flea Life Cycle] 
[ • Dual Action [!]:Fipronil with Novaluron lOR Effectively Breaks the Flea Life Cycle] 
[ • Dual Action[!]: Effectively Breaks the Flea Life Cycle[!]] 
[·Kills Fleas Up to [4 weeks][! month][30 days]!] 
[• Prevents Flea Eggs From Developing lnto Biting Adults] 
[• Breaks the flea life cycle] 
[ • Effectively kills adult fleas and flea eggs] 
[• Kills adult fleas [for up to three months]] 
[ • Kills newly emerged adult fleas before they lay eggs] 
[• Kills adult fleas, which may cause [flea allergy dermatitis] [and][ or] [flea bite anemia]] 
[• Kills Fleas] 
[• Kills Flea Eggs] 

[Ticks] 
[• Kills Ticks] 
[• Kills ticks including those that may transmit Lyme disease] 
[• Kills Ticks for Up to [4 weeks][! month][30 days]!]* 
[ • Kills [all stages of] deer ticks [(which may be a vector of Lyme disease)][(including 
those that may transmit Lyme disease)] for up to [4 weeks][! month][30 days]] 
[ • Kills all stages of deer ticks] 
[• Kills Ticks (including deer ticks) for up to [4 weeks][! month][30 days]] 
[• Kills [brown [dog ticks],] [American [dog ticks],] [and] lone star [ticks]] [dog ticks] 
[and] [deer ticks] [(Rhipicephalus sanguineus)] [for up to [4 weeks] [lmonth][30 days]]] 
[ • Kills American dog ticks [(Dermacentor variabilis)] for up to [ 4 weeks][! month][30 
days!] 
[ • Kills ticks that may transmit Lyme disease, Rocky Mountain spotted fever, 
ehrlichiosis, babesiosis, and anaplasmosis] 

[Mosquitoes] 
[• Kills mosquitoes] [within 24 hours for up to 7 days] [and] [within 48 hours for up to 28 
days] 
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September 4, 2013 
Information in [ ] is optional. 

[Multiple Pests] 

CSI Master Label 
EPA Reg. No. 53883-312 
Page 12 of 13 

[• Flea & Tick Control for Dogs & Puppies 8 weeks old and older] 
[• Kills fleas, flea eggs, ticks, chewing lice [& mosquitoes][for up to 4 weeks][30 days]l 
month]] 
[• Controls flea reinfestation for up to [4 weeks][four weeks][one month]] 
[• Kills fleas, ticks, [mosquitoes,] chewing lice and flea eggs][for up to] [I month][30 
days][4 weeks]] 
[ • Monthly flea, tick, [mosquito], chewing lice, and flea egg protection] 
[ • Monthly flea, tick, [mosquito] and chewing lice protection] 
[ • Ki lis fleas, ticks, [mosquitoes], flea eggs and chewing lice] 
[• [Six] [6] [S][Five] Way Protection [Kills fleas, ticks, [mosquitoes], [mites], chewing 
lice and flea eggs]] 
[· [5] [Five] [Four][4] Way Protection! Kills fleas, ticks, [mosquitoes], chewing lice, 
[and][&] nea eggs] 
[ • [ 4 Week] [I month][30 day ][Flea and Tick [Treatment] [Application]] 
[·[Four (4) Week] [Flea, Tick, [Mosquito,] [flea egg,] and chewing lice control] 
[ • 4 week Flea and Tick Treatment!] 
[ • Once A Month Flea and Tick [Treatment][ Application]] 
[• Kills Fleas and Ticks for up to 4 weeks!] 
[ • When used monthly [brand name] completely breaks the flea life cycle and controls 
tick and chewing lice infestations.] 
[ • Use [Brand Name] monthly to control fleas, ticks, [mosquitoes], flea eggs [and 
chewing lice]] 
[• Kills Fleas, Ticks & Flea Eggs for up to 4 Weeks] 

[Other] 
[• Only for Dogs and Puppies 8 weeks of age or older] 
[ • Can only be used on puppies 8 weeks of age and older] 
[• Formulated for Dogs and Puppies 8 weeks of age or older] 
[ • Only for Dogs [ 6.5/6Y,-22 lbs]. [23-44 lbs], [45-88 lbs], [89-132 lbs] 
[ • Fast Acting] 
[ • Long Lasting] 
[ • Once a month treatment] 
[• Convenient and simple spot treatment] 
[• Convenient spot treatment] 
[• A once monthly application is required for chewing lice] 
[• Rapidly eliminates infestations of chewing lice] 
[• Rapid elimination of chewing lice infestation[s]] 
[• Kills chewing lice][and aids in the control of mites that may cause sarcoptic mange] 
[ • Aids in Control of Sarcoptic Mange] 
[• Controls mites that cause sarcoptic mange] 
[ • [X] Applications {for cartons with [X] applicators}] and/or [[X] Month Supply] or [[X] 
Week Supply] 
[ • Best if11sed year round!] 
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September 4, 2013 
Information in [ ] is optional. 

CSI Master Label 

[ o For year-rmmd protection, apply [Brand Name] monthly] 
[o (ICON Showing 4 Week Protection)] 
[o 4 Week Dose!] 
[• I Month Dose!] 
[• 30 Day Dose!] 
[o Easy to Use [Application]] 
[ o Formulated for Dogs and Puppies over 8 weeks of age] 
[ o Patented Technology] 
[ o Apply once every [4 weeks ][month ][30 days]!] 
[ o Repeat application [may][can] be made every four weeks.] 
[• Apply monthly] 
[o Fipronil (9.8%) + Novaluron (20.0%)] 

EPA Reg. No. 53883-312 
Page 13ofl3 

[ o Prevents and controls reinfestation[s] of listed pests [for 4 weeks] [for 1 month][for 30 
days]] 
[ o Stops existing infestations of listed pests] 
[ o Prevents [establishment of additional infestation] [infestation of listed pests] [for] [I 
month][4 weeks ][30 days]] 
[o Lift here for more information] 
[o [One Application][Two Applications][Three Applications][Four Applications][Five 
Applications][Six Applications ][Twelve Applications][Twenty-Four Applications] and/or 
[I Month S11pply][2 Month Supply][3 Month Supply][4 Month Supply][5Month 
Supply][6 Month Supply][l2 Month Supply][24 Month Supply] or [4 Week S11pply][8 
Week S11pply][!2 Week Supply][l6 Week Supply][Twenty Week Supply][24 Week 
Supply][48 Week Supply][52 Week Supply][l04 Week Supply]] 
[• [1][2][3][4][5][6][12][24] Applications] 
[ o Contains Fipronil[,] [-]the [same] active ingredient used in Frontline® brand 
products*] 
[o Contains Fipronil[,] [-]the [same] active ingredient used in the leading competitive 
brand[s]] 
[ o *[Brand Name] is not manufactured by or distributed by Merial. Frontline® is a 
registered trademark of MeriaL] 
[o [Brand Name] is a trademark of[Company Name]] 
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Metzger, Autumn 

From: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Autumn, 

James Messina Umessina@exponent.com] 
Friday, August 30, 2013 3:46 PM 
Metzger, Autumn 
Anne Turnbough {aturnbough@ControiSolutionslnc.com) 
EPA Label Amendment 
53883-312 Fipronil Nova!uron LabeiB-30-2013 clean. pdf; 53883-312 Label Amendment 
8-30-2013.pdf 

Thank you for taking the time to talk with me today regarding the CS! !abel. As discussed, please find attached the label 
amendment to add correct the one statement weights. We have only made this change and added the EPA Registration 
Number to the labeL We look forward to working with you and will wait to hear back from you on processing. We 
appreciate a !I of your efforts. 

Have a great weekend. 

Best Regards, 

James Messina 
Principal Regulatory Consultant 
Exponent 
Center for Chemica! Regulation and Food Safety 
1150 Connecticut Avenue, N.W. 
Suite 1100 
Washington, DC 20036 
202-772-4932 
202-772A979 fax 
301-908-1181 cell 

CONFIDENTIALITY NOTICE: This electronic transmission (including any files attached hereto) may contain information 
that is privileged, confidential and protected from disclosure. The information is intended only for the use of the individual 
or entity named above and is subject to any confidentiality agreements wlth such party. If the reader of this message is 
not the intended recipient or any employee or agent responsible for delivering the message to the intended recipient you 
are hereby notified that any disclosure, dissemination, copying, distribution, or the taking of any action in reliance on the 
contents of this confidential information is strictly prohibited. If you have received this communication in error, please 
destroy it immediately and notify the sender by telephone. Thank you 

1 
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August 30,2013 

John Hebert 
Product Manager 7 
Office of Pesticide Programs (7504P) (AMEND) 
U.S. Environmental Protection Agency 
Document Processing Desk 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Jncorporaled 

Subject: Fast Track Label Amendment for CSI Fipronil + Nova1uron Spot-On for Dogs 
(EPA Registration Number 53883-312) 

Dear Mr. I-Icbc11: 

Control Solutions, Inc. (CSI, 5903 Genoa Red Bluff, Pasadena, TX 77507-1041, EPA Company 
Number 53883), is submitting a fbst track label amendment to the EPA approved product CSI Fipronil 
+ Novaluron Spot-On for Dogs (EPA Registration Number 53883-312), containing the EPA 
registered active ingredients fipronil (9.8%) and novaluron (20%). The follmving infmmation is 
included in support of tills a1uendment: 

o Transmittal Document; 
e Application for Amendment(EPA Fonn 8570-1); and 
o Revised label (3 copies: 1 track changes, 2 clean). 

csr is submitting <Ul mnendment to revise label lmlguage to reduce the potential for misuse of the 
product by a consumer. We have only added the EPA Registration Nwnber <:md the following 
sentence has been updated on page 3: "Do not use on puppies under [6.5/6)hl[23Jr451[891 pow1ds and 
8 weeks of age." No other ch<:mges have been made to the label. 

If you have any questions or need additional information, please contact me at 
atumbough@controlsolutionsinc.com or at 281-892-2532. 

Sincerely. 

·A"hffi.--Q_ 
Anne Turnbough Ph.D. 
Director, Regulatory Affairs 

Enclosures 

5903 Genoa Red Bluff Pasadena, TX 77507-1041 
281-892-2500 Fax 281-892-250 I • 

W\Vw.COiltro lsolutiOilsinc.coJn 
800-242-5562 
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Please reud instructions on reverse before completing form Form Approved OMB No 2070 0060 Approval expires 05 31 g8 . . . 

United States O_Registration OPP Identifier Number 

EPA Environmental Protection Agency [2SJ_Amendment 

Washington, DC 20460 0 Other 

Application for Pesticide -Section I 

1. Company/Product Number 2. EPA Product Manager 3 Proposed Classification 
53883-312 John Hebert 

4, Company/Product (Name) 
Control Solutions, lnc./CSI Fipronil + Novaluron Spot-on for Do~s 

5.PM# 7 ~None 0Restricted 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3( c)(3)(b}(l), my 

Control Solutions, Inc. 
product Is similar or identical in composition and labeling to: 

5903 Genoa Red Bluff 

Pasadena, TX 77507 EPA Reg. No. 

Product Name 

0 Check if /his iS a new address 

Section II 

l8] Amendment- Explain below. 0 Final printed labels in response to Agency letter dated XX-XX-XX 

0 Resubmission in response to Agency letter dated XX-XX-XX 0 "Me Too'' Application 

0 Notification - Explain below. 0 Other- Explain below. 

Explanation: Use additional page(s} if necessary. (For section I and Section II.} 
Submission of an amendment to add label language to reduce the potential for product misuse. 

Section JJJ 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

[X] Yes• [g) Yes DYes 0Melal 

0No D No t2J No [Z1 Plastic 

lf"Yes" No. per If "Yes" No. per 0Giass 
~certification must Unit Packaging wgt. Container Package wgt. Container 

0Paper 
be submitted 0.023 fl oz (0.67 ml) I I, 2, 3, 4, 5, 

0.045 fl oz (I .34 mt) 6, 12, 24 vials I Oother (Specify} Plastic Bag 
0.09 t tl oz (2.68 ml) 
0.136floz(4.02ml 

3. Location of Net Contents Information 4. Size(s} Retail Container 5. location of Label Directions 

!ZJLabel D Container 0.02Jll oz (0.67 tt!l}. 0.045ll oz (1.34mt}, 0.09\ll Don Can 
o;c (2.68 ml}, 0.13611 oz (4.02 nrl) IZJOnlabeling accompanying product 

6. Manne/ in Which Label is Affixed to Product Outhograph [Slother 

0Paperglued 

Ostenciled 

Section IV 

1. Contact Point (Complete items directly below for identification of individuallo be contacted, if necessary, /o process /his apDiicalion. 

Name I Tille Telephone No. (Include Area Code} 

Anne Turnbough Director. Regulatory Affairs 281-8g2-2532 

Certification 6. Date Application 

I certify that !1'-€1 statements lllave made on this form and all attachments thereto are true, accurate and complete. I Received 

acknowledge that any knowingly false or misleading statement may be punisl1able by fine or imprisonment or both (Stamped) 
under applicable law. 

2. Signature ~~ . .Q.... «;Turl"-bou~ 3. Title 

BY: Director, Regulatory Affairs 

4. Typed Name: Anne Turnbough 5. Dale: 813012013 
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Materia~ SE~nt for Data Extraction 
Reg# s-3??3- 312 

Description: AJ~ J?(p-1ir~',..__ 

)ZY Material(s) Sent to Data Extraction Contractors: 

foJ New Stamped Label Dated rP /-=?-fj/ 3 

D Notification Dated ____ _ 

D New CSF(s) Dated ____ _ 

D Other: ·----------

~ Decision #: ---------'<fi'--b_~~-?J'--f--'-1 __ _ 

D Other Action/Comments: ________ _ 

Attach this coversheet to the top of the material or jacket. It 
must be well organized and clipped together, NOT STAPLED. 
Then give the material with this coversheet to staff in the 
Information Services Center (Room S-4900). 

Reviewer: ~'""' V~~ ~ 
Phone: ~ 

.J OIJ-t:d-</}. 
Date: ~~----------------------------created February 3, 2011 

Division : ---=-#.-=JJ __ L-'-f<.-'B __ 
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$\'f.f-087"'" u.s. ENVIRONMENTAL PROTECTION AGENCY EPA Reg. Number; Date oi' Issuance; •• 
f Q ~ Office of Pesticide Programs -m· , 0 Registration Division (7505C) 53883-3 !2 ~ ' JUN 2 8 2013 ~~ . ';;# !200 Pennsylvania Ave., N.W. 
~{ PR(J{"O: 

Washington, D.C. 20460 

NOTICE OF PESTICIDE: 
Term of issuance: 

_x Registration 
_Reregistration Conditional 

(under f!FRA, as awcnJed) 
Name of Pesticide Prodnct: 

CSI Fipronil + Novaluron Spot-On 
for dogs 

:'\'arne :md AJdress of Registrant (indndc ZIP CoJc): 

Control Solutions, Inc. 
5903 Genoa-Red Bluff Road 
Pasadena, TX 77507 

Note; Changes in labeling differing in substance from that accepted in connedion with this registration m11st be submitted to and accepted by the 

Registration Division prior to JISC oflhc label in commerce. ln any correspondence on this produ~t always refer to tlte above EPA registration m1mbcr. 

On the basis orinfonnation tUrnishcJ by the registrant, the above namcJ pesticide is hereby registcrcdlrcrcgistercd 11nder th•; Fcdcrallnsectieide, F1mgicide 

and RoJcnticidc Act. 

Regislration is in no way to be construed as an cnJorscmcnl or rccommenJation ol'this proJJ1ct by ltlc Agency. ln order to prote~t health and the 

environment, the Administrator, on his motion, may at any time suspend or ean~clthc registration of a pcsticiJc in accordance with the A~t. The acceptance 

or any name in connection with the registration of a prodnct nnder this Act is 110t to be constntcd as giving 1hc registrant a right to exclusive me of the name 

or to its nsc ir it has been covcreJ by others. 

This product is conditionally registered in accordance with FIFRA section 3(c)(7)(B) provided 
that you: 

I. Submit and/or cite all data required for registration/registration review of your product under 
FIFRA when the Agency requires all registrants of similar products to submit such data. You 
must comply with DC! ID# GDCI-129121-1305 issued on 3/14/2013. lfyou have questions 
about the Generic DCI issued, you may contact Susan Bartow from the Pesticide Re-evaluation 
Division. 

2. Make the following label changes before you release the product for shipment: 

• Revise the EPA Registration Number to read1 "EPA Reg. No. 53883-312." 

~~~-· 'fL // "c c?~co/3 

lu Joh Hebe 1 Product Manager 07 
In ectic' -Rodenticide Branch, Registration Division (7505P) 
EPA T'm'fn 857()·6 
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Page2 
EPA Reg. No. 53883-312 

3. Submit Storage stability (830.63 17) and corrosion characteristics (830.6320) data within 18 
months from the date of this registration notice. 

4. Submit one copy of the revised print-ready/marketed final printed label (as defined in 40 
CFR 152.3) containing all graphics, colors, font sizes, marketing claims, etc. The label must 
be accepted by the Agency prior to sale and distribution. 

Other Conditions: 

This registration is time-limited and expires two years from the date this product is first released 
for shipment. 

A. You must provide the Agency with a projected release for shipment date within 30 days of the 
date ofthis Notice of Registration. The Agency will calculate the expiration date based on the 
projected release for shipment date until an actual release for shipment date is provided in 
writing. 

B. Consider limiting the formulations of each product to one basic confidential statement of 
fonnula. The Agency may require this in the future. It is possible that no additional alternate 
formulations or minor formulation amendments will be approved for this product in the future. 

C. You must submit quarterly enhanced incident reports and quarterly sales information in doses 
sold for this product for the quarter that begins on October 1, 2013. 

The quarterly reports are due two months after each quarter ends. Please flag any Confidential 
Business Information as such. Enhanced incident reporting should be submitted to the Product 
Manager. Quarterly sales information should be submitted to the Pesticide Re~evaluation 
Division (7504P), Immediate Office (attn: Ms. Kaitlin Keller). 

The following is a list of information that must be included in the quarterly reports for each 
incident: 

EPA Registration Number 
Product name (brand name) 
Lot# 
Where purchased: internet, store, veterinarian 
Active Ingredient(s) 
Weight range for product 

Date on which incident occurred. (mm/dd/yyyy) 
State in which tl1e incident occurred. (standard 2 Jetter abbreviation) 
Registrant case # 
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Species: dog, cat, other (specify) 
Breed: (as reported by pet owner) 
Age: months or years 
Sex: M, F, or neutered 
Weight: pounds 

Primary Route of Exposure: dermal, oral, other animal, inhalation, other 
Body System: neurological, dermatological, GI, respiratory, ocular, other 
Major signs noted with separate column for each sign, using standard terminology 
Time to Onset: (hours, days) 
Treated by veterinarian: yes or no 
First time product used: yes or no 
Misuse: use on incorrect species, overdose, too frequent dosing, other (describe) 
Any known precondition 
EPA Severity Code: death, major, moderate, minor 
Outcome: died, recovered, still treated, unknown 

D. Along with the enhanced incident reporting, you must submit an analysis of the incidents seen, to 
include the following details: 

-All incidents should be reported including all minor dermal and ocular irritation reports. 

- Summary table for cats showing number of incidents of each severity code for each 
route of exposure. Each incident should only be reported once. If one incident has 
several routes of exposure, the order should be ocular> oral >dermaL In other words, an 
incident with both oral and dermal exposure would be reported as oral exposure, and an 
incident with both ocular and oral exposure would be reported as ocular exposure. 

-A similar summary table for dogs (misuse or secondary exposure) showing number of 
incidents of each severity code for each route of exposure. 
-Summary table for dogs and table for cats showing number of incidents that are 
believed due to secondary exposure (e.g., multi-pet households). 
- A summary table for cats showing number of incidents for each severity code for these 
age ranges: <3 months, 3-6 months, 6-9 months, 9-12 months, 1 yr, 2 yr, 3 yr, 4 yr, 5 yr, 
6 yr, 7 yr, 8 yr, 9 yr, 10 yr, 11 yr, 12 yr, 13 yr, 14 yr, 15 yr, >15 yr. 
-A summary table showing the number of cat incidents for each severity code for each 
pet weight range on the product label (if applicable). 
- A sununary table for cat weight showing number of incidents for each product weight 
range. This table should show number of incidents in cats weighing less than that 
product weight range, number of incidents in cats in lower half of weight range, number 
of incidents in cats in upper half of weight range, and cats weighing more than the 
product weight range (if applicable). 
- Table showing number of incidents for each cat breed, where provided. 
- Table showing number of incidents in cats for each clinical sign. 
-Table showing number of incidents in cats for each organ system. 
- Report aggregate incidents, but do not combine moderate and minor incidents. 
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If the Agency determines that future mitigation measures are necessary for all pet spot-on 
products, you will be informed, and be expected to comply. If mitigation measures are necessary, the 
Agency may take appropriate regulatory actions. 

Please note that, should you wish to add/retain a reference to the company's website on your 
label, the website then becomes labeling under the Federal Insecticide Fungicide and Rodenticide Act 
and is subject to review by the Agency. If the website is false or misleading, the product would be 
misbranded and unlawful to sell or distribute under FIFRA section 12(a)(I )(E). 40 CFR 156. I O(a)(5) 
list examples of statements EPA may consider false or misleading. In addition, regardless of whether a 
website is referenced on your product's label, claims made on the website may not substantially differ 
from those claims approved through the registration process. Therefore should the Agency find or if it 
is brought to our attention that a website contains false or misleading statements or claims substantially 
differing from the EPA approved registration, the website will be referred to the EPA's Office of 
Enforcement and Compliance Assurance. 

If these conditions are not complied with, the registration will be subject to cancellation in 
accordance with FIFRA section 6(e). Your release for shipment of the product constitutes acceptance of 
these conditions. If you have any questions, please contact Autumn Metzger at 703-305-53I4 or 
metzger.autumn@epa.gov. 

A stamped copy of the label is enclosed for your records. 

Enclosure 

Jolm Hebert 
Product Manager07 
Insecticide-Rodenticide Branch 
Registration Division (7505P) 
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June 27, 20!3 
Information in [ ] is optional. 

CSI Master Label 

{FRONT LABEL} 

EPA Reg. No. 53883-GRE 
Pagelof13 

CSI Fipronil + Novaluron Spot-On for Dogs 

[For use only on dogs 8 weeks of age or older] 
[For use only on dogs 8 weeks old and older] 
[For use only on dogs more than 8 weeks old] 
[For use only on dogs [&][and] puppies 8 weeks or older and 6.5/6Y2lbs. and over] 
[For use on lyon dogs 6.S/6Y2lbs. and over [and][&] over 8 weeks of age] 
[Only apply to puppies over 8 weeks old] 
[Only apply to puppies 8 weeks or older] 
[Apply to dogs 8 weeks of age or older] 
[Apply only to dogs 8 weeks of age or older] 
[Apply to dogs >8 weeks old] 
[Apply only on dogs [and puppies] [>6.5/6Y2lbs./more than 6.S/6Y2lbs. [and/&] over 8 weeks 
old] 

{One of following will be used on label} 
[For use ONLY on dogs [&][and] puppies] 
[ONLY for Dogs & Puppies 8 weeks or older [and][&]6.5/6Y,[-] [to]22lbs] 
[6.5/6Y,[-] [to]22lbs] [Only for Dogs 6.5/6Y,[-] [to]22lbs.] 
[23[-] [to]44lbs] [Only for Dogs 23[-] [to]44lbs.] 
[45[-] [to] 881bs] [Only for Dogs 45[-] [to] 88lbs.] 
[89[-] [to]I32lbs] [Only for Dogs 89[-] [to]I32lbs.] 
[over 8 weeks of age]] 

{or} 
[Only for Dogs 6.5/6'h~22 lbs. & Puppies (8 weeks or older)] 
[Only for Dogs 23-44lbs.] 
[Only for Dogs 45-88 lbs.] 
[Only for Dogs 89-I32lbs.] 

ACTIVE INGREDIENTS: 
Fipronil .......................................................................... 9.8o/o 
Novaluron ................................................................... 20.0°/o 
OTHER INGREDIENTS: ........................................ 70.2% 
TOTAL: ................................................................... I 00.0% 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

ACCEPTED 
JUN 2 8 2013 

[See [Back][or][Side] [Label[s]] [Panel[s]] [or] [insert] for Additional Precautionary Statements] 
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CSI Master Label 
June 27,2013 
Information in ( ] is optional. 

{Option 1: Net Contents related to specific CRP packaging} 
NET CONTENTS: X fl oz [Y- X fl oz applicators] 

EPA Reg. No. 53883-GRE 
Page 2 of 13 

[I] [One] [2] [Two] [3] [Three] [ 4][Four] [ 5] [Five] [ 6] [Six] [ 12] [Twelve ][24] [Twenty-Four] 0.023 fl 
oz (0.67 mL) applicators 
[I ][One ][2][Two ][3][Three ][ 4][Four][5][Five ][6][Six ][ l2][Twelve][24] [TwentyFour] 0.045 fl oz 
( 1.34 mL) applicators 
[I] [One] [2] [Two] [3] [Three] [ 4] [Four] [5] [Five] [ 6] [Six] [ 12] [Twelve] [24] [Twenty-Four] 0.091 fl 
oz (2.68 mL) applicators 
[ l][One][2][Two ][3][Three ][ 4][Four][5][Five][6][Six][l2] [Twelve ][24][Twenty-Four] 0.136 fl 
oz (4.02 mL) applicators 
{End Option 1} 

{Option 2: Net Contents related to specific CRP packaging} 
NET CONTENTS: X fl oz [3- X fl oz applicators] 
[[Three] [3] 0.023 fl. oz. (0.67 mL) applicators] 
[[Three] [3] 0.045 fl. oz. (1.34 mL) applicators] 
[[Three] [3] 0.091 fl. oz. (2.68 mL) applicators] 
[[Three] [3] 0.136 fl. oz. (4.02 mL) applicators] 
{End Option 2} 

{Front label may include various marketing statements, refer to Optional Marketing Language 
section} 

{END FRONT LABEL} 

{BACK LABEL} 

READ ENTIRE LABEL BEFORE EACH USE. 
USE ONLY ON DOGS AND PUPPIES OVER 8 WEEKS OF AGE. 

PRECAUTIONARY STATEMENTS 
HAZARDS TO HUMANS. CAUTION: Harmful if swallowed. Wash thoroughly with soap 
and water after handling and before eating, drinking, chewing gum, using tobacco, or using the 
toilet. 

FIRST AID 

If swallowed • Immediately call a poison control center or doctor . 

• Do not induce vomiting unless told to do so by a poison control center or 
doctor. 

• Have person sip a glass of water if able to do so . 

• Do not give anything by mouth to an unconscious person . 
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June 27,2013 
Information in [ J is optional. 

CSI Master Label 

HOT LINE NUMBER 

EPA Reg. No. 53883-GRE 
Page 3 of 13 

Have the product container or label with you when calling a poison control center or doctor, or 
going for treatment. [You may also contact [XXX~XXX~XXXX] for emergency medical 
treatment information.] 

HAZARDS TO DOMESTIC ANIMALS. For external use on dogs only. Individual 
sensitivities, while rare, may occur after using any pesticide product on dogs. If signs of 
sensitivity occur bathe your dog with a mild soap and rinse with large amounts of water. If signs 
persist, or become more severe within a few days of application, consult a veterinarian 
immediately. If your dog has an unusual reaction to the initial application, consult a veterinarian 
before repeating treatment. Certain medications can interact with pesticides. Consult a 
veterinarian before using on medicated, known organ dysfunction, debilitated or aged dogs. 
[Call [XXX~XXX~XXXX] for 24~hour assistance.] 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 
DO NOT ALLOW CHILDREN TO APPLY PRODUCT. TO PREVENT HARM TO YOU 
AND YOUR DOG, READ ENTIRE LABEL BEFORE EACH USE. FOLLOW ALL 
DIRECTIONS AND PRECAUTIONARY STATEMENTS CAREFULLY. Do not have contact 
or allow children contact with treated area until completely dry. 

Do not use on puppies under 6.S/6Y2 pounds and 8 weeks of age. Do not allow your dog to ingest 
this product. Use entire contents of tube on each dog. Do not split one tube between dogs. Do 
not use multiple tubes on one dog. Weigh your dog to be sure you are applying the right dose 
formulated for the weight of your dog. Do not treat your dog with more than one pesticide 
product at a time. Do not use on rabbits or animals other than dogs. Do not use on pregnant or 
lactating dogs. Separate the treated dog from all other dogs and cats for 24 hours after treatment 
has been applied. 

Side Effects: Monitor your dog after application. Side effects may include signs of skin 
irritation such as redness, scratching, or other signs of discomfort. Individual sensitivities, while 
rare, may occur after using any pesticide product. If signs persist, or become more severe within 
a few days of application, consult a veterinarian immediately. If your dog has an unusual 
reaction to the initial application, consult a veterinarian before repeating treatment. Certain 
medications can interact with pesticides. [Call [XXX-XXX~XXXX] for 24-hour assistance.] 

DO NOT USE ON CATS. Keep cats away from treated dogs for 24 hours. If applied to a cat or 
ingested by a cat, contact your veterinarian. 

{ 1.5 em x 1.5 em or as listed below/bottom right comer of back panel} 
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June 27,2013 
lnfonnation in [ ) is optional. 

CSI Master Label 
EPA Reg. No. 53883-GRE 
Page 4 of 13 

[Optional ·drawings that may or may not appear anywhere on finished label] 

[[Application Instructions] [How to Apply- May contain graphics illustrating product usc, 
e.g., dog with a drop falling onto its neck from a vial on front, side, or back carton label 
and/or applicator labeling.] 

Only For Dogs Weighing 6.5/6~(-][to]22 lbs. [including small dogs and puppies,] 8 weeks or 
older 
[For cartons containing 0.023 fl. oz. (0.67 ml) applicator tubes} 
Apply one [tube] [applicator] (0.023 fl. oz.) (0.67 ml) [as a spot [on][to] the dog's back between 
the shoulder blades][from the back of the neck to a point midway between the neck and tail]. 

Only for Dogs Weighing Between 23(-] [to]44lbs. 
[For cartons containing 0.045 fl. oz. (1.34 ml) applicator tubes] 
Apply one [tube] [applicator] (0.045 fl. oz.) (IJ4 ml) [as a spot [on][to] the dog's back between 
the shmdder blades] [from the back of the neck to a point midway between the neck and tail]. 

Only for Dogs Weighing Between 45[-][to]SS lbs. 
(For cartons containing 0.091 fl. oz. (2.68 ml) applicator tubes] 
Apply one [tube] [applicator] (0.091 fl. oz.) (2.68 ml) [as a spot[on][to] the dog's back between 
the shoulder blades] [from the back of the neck to a point midway between the neck and tail]. 

Only for Dogs Weighing 89[-](to]132lbs. 
[For cartons containing 0.136 fl. oz (4.02 mi.) applicator tubes] 
Apply one [tube] [applicator] (0.136 fl. oz.) (4.02 ml) [as a spot [on][to] the dog's back between 
the shoulder blades] [from the back of the neck to a point midway between the neck and tail]. 
Do not use two tubes on dogs greater than 132 lbs. 

FREQUENCY OF APPLICATION 
Use [Brarld Name] monthly for control of flea, tick, flea egg, [and] chewing lice [and mosquito] 
infestations, [Studies show that] [Brand Name] kills adult fleas for up to three months. Apply 
monthly if your dog is at high risk for flea reinfestation[, or in a highly infested environment]. 
[Apply monthly to kill mosquitoes within 24 homs.] Apply monthly to control ticks[,] 
[mosquitoes] and chewing lice. Do not reapply for [30 days][4 weeks]. 

[If you have questions or comments about this product, please write: CSI Consumer Response, 
5903 Genoa-Red Bluff Road, Pasadena, TX 77507] 
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June 27,2013 
Information in [ ] is optional. 

[In Case of Emergency, call: XXX-XXX-XXXX] 
[For more infonnation] 
[Non-Emergency, call XXX-XXX-XXXX] 
[Made in USA] 

[Distributed by:][Manufactured by:] 
Control Solutions, Inc. 
5903 Genoa-Red Bluff Road 
Pasadena, TX 77507 

EPA Reg. No. 53883-GRE 
EPA Est. No. XXXXX-XX-XXX 

{END BACK LABEL) 

EPA Reg. No. 53883-GRE 
Page 5 of 13 

{FOLLOWING TEXT MAYBE FOUND ON SIDE PANELS, BACK PANEL AS SPACE 
PROVIDES OR PRODUCT INSERT) 

{Option I: How to open label language related to specific CRP packaging} 
[Option Ia] 
How to open: Remove product tube[s] [vial] from the package. [Separate one tube from the 
others.] Hold the tube [vial] with notched end pointing up and away from the face and body of 
you and your dog. Use scissors to cut off the narrow end at the notches along the line. 

How to apply: Invert tube over dog and use open end to part dog's hair. Squeeze tube firmly to 
apply all of the solution to the dog's skin, as directed below. [Do not apply more often than once 
every 4 weeks.] [Repeat application may be made if necessary, but do not apply more often than 
once every 30 days.] [Repeat application [may][ can] be made every four weeks.] 

[Option lb] 
How to open 

1. Remove product tube[s] [vial] from the package. 
2. [Separate one tube from the others.] Hold the tube [vial] with notched end pointing up 

and away from the face and body of you and your dog. Use scissors to cut off the narrow 
end at the notches along the line. 

How to apply 
1. Invert tube over dog and use open end to part dog's hair. 
2. Squeeze tube firmly to apply all of the solution to the dog's skin [as a spot [on][to] the 

dog's back between the shoulder blades.] [or] [from the back of the neck to a point 
midway between the neck and tail.] 

{End Option 1} 
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June 27,2013 
Information in [ ] is optional. 

CSI Master Label 
EPA Reg. No. 53883-GRE 
Page 6 of 13 

{Option 2: How to open label language related to specific CRP packaging} 

DIRECTIONS FOR OPENING PACKAGING: 

0 Cm along sossor cul line to oeparate ua1lt 

Turn unit over Jnd cut 
corner al bulb end 

{End Option 2} 

-
From cut corner, peel b<'ck1ng 
completely oif from botto'Tl to top 

Rernove 
the <lpp\icator 

[Brand Name] contains fipronil and the insect growth regulator (IGR) novaluron. [Brand 
Name] effectively targets fleas and ticks. [Brand Name] features a sustained release formula 
created to act fast and provide [long lasting] control of fleas, ticks, flea eggs, [mosquitoes] and 
chewing lice for up to [I month] [[four] [4] weeks] [30 days]] on dogs. 

STORAGE AND DISPOSAL 
PESTICIDE STORAGE: Do not remove tube from the pack until ready to use. Store in a cool 
[below 77°F[/] (25°C)] dry place inaccessible to children and pets. Do not refrigerate. Protect 
from direct sunlight. 

PESTICIDE DISPOSAL AND CONTAINER HANDLING: If empty: Non-refi liable 
container. Do not reuse or refill this container. Offer for recycling if available. If partly filled: 
Call your local solid waste agency for disposal instructions. Never place unused product down 
any indoor or outdoor drain. 

[LIMITATION OF WARRANTY AND LIABILITY 
Read the entire direction for use, conditions of warranties and limitations of liability before using 
this product. If terms are not acceptable, return the unopened product container at once. By using 
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June 27, 2013 
Information in [ ] is optional. 

CSI Master Label 
EPA Reg. No. 53883-GRE 
Page 7 of 13 

this product, user or buyer accepts the following CONDITIONS, DISCLAIMER OF 
WARRANTIES, and LIMITATIONS OF LIABILITY. 

CONDITIONS: The directions for use of this product are believed to be adequate and must be 
followed carefully. However, it is impossible to eliminate all risk associated with the use of this 
product. Animal injury, ineffectiveness or other unintended consequences may result because of 
such factors as presence of other materials, or the manner of use or application, all of which are 
beyond the control of Control Solutions, Inc. To the extent consistent with applicable law, all 
such risks shall be assumed by the user or buyer. 

DISCLAIMER OF WARRANTIES: To the extent consistent with applicable law, Control 
Solutions, Inc. makes no other warranties, express or implied, of merchantability or of fitness for 
a particular purpose or otherwise, that extend beyond the statements made on this label. No agent 
of Control Solutions, Inc. is authorized to make any warranties beyond those contained herein or 
to modify the warranties contained herein. To the extent consistent with applicable law, Control 
Solutions, Inc. disclaims any liability whatsoever for special, incidental or consequential 
damages resulting from the use or handling of this product. 

LIMITATIONS OF LIABILITY: To the extent consistent with applicable law, the exclusive 
remedy of the user or buyer for any and all losses, injuries or damages resulting from the use or 
handling of this product, whether in contract, warranty, tort, negligence, strict liability or 
otherwise, shall not exceed the purchase price paid or at Control Solutions, Inc. election, the 
replacement of product.] 

[Ifyo11 have questions or comments about this product, please write: CSI Consumer Response, 
5903 Genoa-Red Bluff Road, Pasadena, TX 77507] 

[In Case of Emergency, call: XXX-XXX-XXXX] 
[For more information] 
[Non-Emergency, call XXX-XXX-XXXX] 
[Made in USA] 

[Distributed by:][Manufactured by:] 
Control Solutions, Inc. 
5903 Genoa~Red Bluff Road 
Pasadena, TX 77507 

EPA Reg. No. 53883-GRE 
EPA Est. No. XXXXX-XX-XXX 

[Look at the Label [Look at the Label icon] 6 Step [Spot~On] [Squeeze~On] [Topical] Checklist 
• Read the label completely and follow directions 
• Weigh your dog 
• Do NOT use Dog products on Cats 
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CSI Master Label 
June 27,2013 
Information in [ ] is optional. 

• Do NOT treat with more than one pesticide product at a time 

EPA Reg. No. 53883-GRE 
Page 8 of 13 

• Separate animals after treatment for at least 24 hours to avoid chance of ingestion 
• Do NOT split tubes between Dogs [and use the ENTIRE tube contents].} 

(Brand Name] 
[1][2][3][4][5][6][12][24] [Month [Treatment] [Application] Tracker] 
[Monthly reminder card} 
[Apply [Brand Name} monthly for continuous protection against fleas, ticks, flea eggs [and] 
chewing lice [and mosquitoesJ.J 
[For year-round protection, apply [Brand Name] monthly.] 
[Pet's Name (Empty blank for owner to fill in name)] 
[First] [I''] [Second][2"'] [Third][3 "'J [Fourth J [ 4'"] [Fifth] [ 5'"J[Sixth J [6'"1 [Seventh] [7"'1 [Eighth J [8'"1 [ 
Ninth ][9'"][Tenth][ I O'"J[Eleventh ][II '"][Twelfth][ 12'"] 
[Dose] [Treatment} [Application] 
[(Empty blank for owner to fill in date)(Date: MM/DD/YY)] 
[Calendar stickers with brand name] [Place stickers on your calendar as a reminder to reapply 
[brand name] in 30 days.] 

[Monthly Application Reminder Magnet] 
[Enclosed for your convenience is an application reminder magnet. Push the (reset) button to 
start the clock. After 30 days the magnet will flash (and beep) reminding you to reapply [Brand 
Name]. This application reminder can be used for future treatments. Just press the reset button 
and in another 30 days the reminder magnet will flash (and beep) reminding you to reapply.] 

{END: TEXT THAT MAYBE FOUND ON SIDE PANELS, BACK PANEL AS SPACE 
PROVIDES OR PRODUCT INSERT} 

{Optional graphics below may or may not appear anywhere on finished label} 

...,FLEA LARVAE 

<jf 
FLEA PUl'AE ~~\}if 

~"" 

[Flea life cycle diagram] [Flea Life Cycle] 
[Sample c,aloring and layout may be different on final label] 
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,.. fleas 

~ flea eggs .. 
·! 
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+ ticks 
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+ Brown Dog lick 
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EPA Reg. No. 53883-GRE 
Page 9 of 13 

+ Mite ~Mite 

{End optional graphics} 

{TUBE I VIAL LABEL} 

{Option 1 Tube label related to CRP Option 1} 

Front Label 
Brand Name {cat graphic with line through 
it} 
Use only on dogs 8 weeks and older and 
( 6.5/6Y,-22][23-44][ 45-88][89·132) lbs. 
Fiproni! 9.8%, Novaluron 20.0% w/w 
[0.023 fl oz (or) 0.045 fl oz (or) 0.091 fl oz (or) 
0.136 fl oz] [label code] 

{End Option I} 

Back Label 
KEEP OUT OF REACH OF CHILDREN 
CAUTION: Read directions and precautions 
before using. Use scissors to open. 
EPA REG. No. 53883-GRE 

[label code] 
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CSI Master Label 
June 27,2013 
Information in [ J is optional. 

EPA Reg. No. 53883-GRE 
Page 10 of 13 

{Option 2 Blister pack label related to CRP Option 2} 

Front Label 

Brand Name {cat graphic with line through 
it} 
Use only on dogs 8 weeks and older and 
[ 6.5/6\1,-22 )[23-44)[45-88][89-132] lbs. 
Fipronil 9.8%, Novaluron 20.0% w/w 
[0.023 fl oz (or) 0.045 fl oz (or) 0.091 fl oz (or) 
0.136 fl oz] [label code] 

{End Option 2} 

Back Label 
KEEP OUT OF REACH OF CHILDREN 
CAUTION: Read directions and precautions 
before using. 
EPA REG. No. 53883-GRE 

[label code] 
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CSI Master Label 
EPA Reg. No. 53883-GRE 
Page II ofl3 

{OPTIONAL MARKETING LANGUAGE THAT MAY BE FOUND ON ANY PANEL 
OR INSERT OF THE LABEL OR PACKAGING) 

[Fleas] 
[• Research demonstrates that [brand name] kills adult fleas and flea eggs for up to one 
month] 
[• [Brand Name] prevents development of fleas for up to one month] 
[ • Prevents adult fleas and flea eggs] 
[ • If dog is a high risk for flea reinfestation, a once a month application is needed] 
[ • Kills flea eggs for up to I month] 
[• With Novaluron Insect Growth Regulator which Breaks the Flea Life Cycle] 
[ • With Novaluron to Break Flea Life Cycle] 
[ • With Insect Growth Regulator to Break Flea Life Cycle] 
[• Dual Action [!]:Fipronil with Novaluron IGR Effectively Breaks the Flea Life Cycle] 
[• Dual Action[!]: Effectively Breaks the Flea Life Cycle[!]] 
[• Kills Fleas Up to [4 weeks][! month][30 days]!] 
[• Prevents Flea Eggs From Developing Into Biting Adults] 
[ • Breaks the flea life cycle] 
[• Effectively kills adult fleas and flea eggs] 
[• Kills adult fleas [for up to three months]] 
[• Kills newly emerged adult fleas before they lay eggs] 
[• Kills adult fleas, which may cause [flea allergy dermatitis] [and][ or] [flea bite anemia]] 
[• Kills Fleas] 
[• Kills Flea Eggs] 

[Ticks] 
[• Kills Ticks] 
[• Kills ticks including those that may transmit Lyme disease] 
[• Kills Ticks for Up to [4 weeks][! month][30 days]!]* 
[• Kills [all stages of] deer ticks [(which may be a vector of Lyme disease)][(including 
those that may transmit Lyme disease)] for up to [4 weeks][! month][30 days]] 
[• Kills all stages of deer ticks] 
[• kills Ticks (including deer ticks) for up to [4 weeks][l month][30 days]] 
[• Kills [brown [dog ticks],] [American [dog ticks],] [and] lone star [ticks]] [dog ticks] 
[and] [deer ticks] [(Rhipicephalus sanguineus)] [for up to [4 weeks] [I month][30 days]]] 
[• Kills American dog ticks [(Dermacentor variabilis)] for up to [4 weeks][! month][30 
days!] 
[• Kills ticks that may transmit Lyme disease, Rocky Mountain spotted fever, 
ehrlichiosis, babesiosis, and anaplasmosis] 

(Mosquitoes] 
[• Kills mosquitoes] [within 24 hours for up to 7 days] [and] [within 48 hours for up to 28 
days] 
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Infonnation in [ ] is optional. 

[Multiple Pests] 

CSI Master Label 
EPA Reg. No. 53883-GRE 
Page !2 of !3 

[• Flea & Tick Control for Dogs & Puppies 8 weeks old and older] 
[• Kills fleas, flea eggs, ticks, chewing lice [& mosquitoes][for up to 4 weeks][30 days ]I 
month]] 
[ • Controls flea reinfestation for up to [4 weeks ][four weeks][ one month]] 
[• Kills fleas, ticks, [mosquitoes,] chewing lice and flea eggs][for up to] [I month][30 
days][4 weeks]] 
[• Monthly flea, tick, [mosquito], chewing lice, and flea egg protection] 
[• Monthly flea, tick, [mosquito] and chewing lice protection] 
[• Kills fleas, ticks, [mosquitoes], flea eggs and chewing lice] 
[• [Six] [6] [5][Five] Way Protection [Kills fleas, ticks, [mosquitoes], [mites], chewing 
lice and flea eggs]] 
[• [5] [Five] [Four][4] Way Protection! Kills fleas, ticks, [mosquitoes], chewing lice, 
[and][&] flea eggs] 
[• [4 Week] [I month][30 day][Fiea and Tick [Treatment][ Application]] 
[• [Four (4) Week] [Flea, Tick, [Mosquito,] [flea egg,] and chewing lice control] 
[• 4 week Flea and Tick Treatment!] 
[• Once A Month Flea and Tick [freatment][Application]] 
[• Kills Fleas and Ticks for up to 4 weeks!] 
[• When used monthly [brand name] completely breaks the flea life cycle and controls 
tick and chewing lice infestations.] 
[ o Use [Brand Name] monthly to control fleas, ticks, [mosquitoes], flea eggs [and 
chewing lice]] 
[ • Kills Fleas, Ticks & Flea Eggs for up to 4 Weeks J 

[Other] 
[ • Only for Dogs and Puppies 8 weeks of age or older] 
[ • Can only be used on puppies 8 weeks of age and older] 
[• Formulated for Dogs and Puppies 8 weeks of age or older] 
[• Only for Dogs [6.5/6\<;-22 lbs], [23-441bs], [45-88 lbs], [89-!32 lbs] 
[ • Fast Acting] 
[• Long Lasting] 
[ • Once a month treatment] 
[• Convenient and simple spot treatment] 
[ • Convenient spot treatment] 
[ • A once monthly application is required for chewing lice] 
[ • Rapidly eliminates infestations of chewing lice] 
[ o Rapid elimination of chewing lice infestation[s ]] 
[ o Kills chewing lice][and aids in the control of mites that may cause sarcoptic mange] 
[ o Aids in Control of Sarcoptic Mange] 
[ o Controls mites that cause sarcoptic mange] 
[ • [X] Applications {for cartons with [X] applicators}] and/or [[X] Month Supply] or [[X] 
Week Supply] 
[• Best if used year round!] 
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[• For year-round protection, apply [Brand Name] monthly] 
[• (ICON Showing 4 Week Protection)] 
[• 4 Week Dose!] 
[• 1 Month Dose!] 
[• 30 Day Dose!] 
[• Easy to Use [Application]] 
[ • Formulated for Dogs and Puppies over 8 weeks of age] 
[• Patented Technology] 
[• Apply once every [4 weeks][month][30 days]!] 
[• Repeat application [may][ can] be made every four weeks.] 
[• Apply monthly] 
[• Fipronil (9.8%) + Novaluron (20.0%)] 

EPA Reg. No. 53883-GRE 
Page 13 of 13 

[ • Prevents and controls reinfestation[s] of listed pests [for 4 weeks] [for I month ][for 30 
days]] 
[ • Stops existing infestations of listed pests] 
[ • Prevents [establishment of additional infestation] [infestation of listed pests] [for] [I 
month][4 weeks][30 days]] 
[ • Lift here for more information] 
[ • [One Application][Two Applications][Three Applications}[Four Applications][Five 
Applications][Six Applications][Twelve Applications][Twenty-Four Applications] and/or 
[I Month Supply][2 Month Supply][3 Month Supply][4 Month Supply][SMonth 
Supply][6 Month Supply][l2 Month Supply][24 Month Supply] or [4 Week Supply][8 
Week Supply][12 Week Supply][16 Week Supply][Twenty Week Supply][24 Week 
Supply][48 Week Supply][52 Week Supply][I04 Week Supply]] 
[• [1][2][3][4][5][6][12][24] ApplicatiollS] 
[ • Contains Fipronil [,] [-]the [same] active ingredient 11sed in Frontline® brand 
products*] 
[ • Contains Fipronil[,] [-]the [same] active ingredient used in the leading competitive 
brand[s]] 
[• *[Brand Name] is not manufactured by or distributed by Merial. Frontline® is a 
registered trademark ofMerial.] 
[• [Brand Name] is a trademark of [Company Name]] 
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Hebert, John 

From: 
Sent: 

'To: 
Cc: 
Subject: 

Hi James, 

Metzger, Autumn 
Tuesday, June 18,2013 9:39PM 
James Messina 
Anne Turnbough (aturnbough@ControiSolutionslnc.com); Hebert, John; Terry McNamara 
RE: CS! Pending Action 

After consultation with the PERC (efficacy review team), it has been decided that the rationale for the control issue was 
not strong enough as we have seen other studies showing much better control results. The current efficacy review and 
its recommendations still stands, with the exception of the few points we okayed in a later email. 

Please go ahead and make all necessary revisions to the !abel and have back to me by the end of this week so we can 
ensure completion by the PRIA date, which is next Friday. 

Thanks for all the supporting materials and discussions. 

Autumn 

From: James Messina [mailto:jmessina@exponent.com] 
Sent: Thursday, June 13, 2013 11:34 AM 
To: Metzger, Autumn 
Cc: Anne Turnbough (aturnbough@ControiSolutionsinc.com); Hebert, John; Terry McNamara 
Subject: RE: CSI Pending Action 

Dear Autumn, 

Thanks for the update. I am actually glad to hear you were able to enjoy your vacation. These days it is a hard thing to do 

with all of the technology. 

Please let us know when you receive feedback from the PERC team on the efficacy part. 

We reviewed EPA's response below related to the minimum weight based upon the submitted CAS$ data, and we are a 
bit confused with TRB's response. Study MRID 48843210 meets the OCSPP guideline requirements (870.7200) for the 

CASS testing, and has been reviewed and accepted to support use on dogs and puppies 8 weeks of age and older. This 
study does have 6 puppies per dose group, and not 10, nor 12, nor 14, etc., so taking the mean from the lowest weight 4 
females and 4 males is not possible. Previously the minimum weight was recommended as 7 lbs based upon the mean 
weight of all six SX puppies being 6.26 lbs, which was then rounded up to 7 lbs. As previously related, because the study 
demonstrated a safety margin of at least SX with puppies having a mean weight of 6.26 lb, there is no need nor reason 
to round up to 7 lbs. At a minimum we believe that the low weight should be 6.3 pounds (no rounding as there is 
sufficient conservatism in the Sx data). If the Agency believes it has to round the minimum weight then we believe it 
should be 6.5 pounds. We are aware of several spot-on labels that have% pound increments on the EPA stamp 
approved label. 

We welcome the opportunity to discuss this issue with you or Byron. Please let us know who is the best person to 

contact to discuss it in more detail. Many thanks. 

Best Regards, 

James Messina 

1 
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Exponent 
202.772.4932 office 
301.908.1181 mobile 

From: Metzger, Autumn [mailto:Metzger.Autumn@epa.q·ov] 
Sent: Tuesday, June 11, 2013 3:34PM 
To: James Messina 
Cc: Anne Turnbough (aturnbough@ControiSolutionsinc.com); Hebert, John 
Subject: RE: CSI Pending Action 

Hi James, 

I did not end up having access to my email last week, but that made not working during my vacation easier©. The PERC 
team is still reviewing the efficacy portion but lw wil! work on it so we can know soon and move forward. 

As for the minimum weight question, the response from TRB is that MRID 48843210 utilized only 6 {3M & 3F) puppies 
per dosage group. We could reconsider if there were 10 or more puppies/group {taking the mean of the 4 least weight 
males and 4 least weight females in the SX group), but this isn't the situation here. 

Autumn 

From: James Messina [mailto:jmessina@exponent.com] 
Sent: Monday, June 10, 2013 3:34 PM 
To: Metzger, Autumn 
Cc: Anne Turnbough (aturnbough@ControiSolutionsinc.com) 
Subject: CSI Pending Action 

Autumn, 

I wanted to check-in with you to see if the Agency has any questions on the information we submitted on the CSI 
Fipronil + Novaluron Spot-on for Dogs pending application? Our understanding is that we are holding with any additional 
label revisions until we hear back from you. can you please confirm? 

Many thanks. 

Best Regards, 

James Messina 
Principal Regulatory Consultant 
Exponent 
Center for Chemical Regulation and Food Safety 
1150 Connecticut Avenue, N.W. 
Suite 1100 
Washington, DC 20036 
202-772-4932 
202-772-4979 fax 
301-908-1181 cell 

CONFIDENTIALITY NOTICE: This electronic transmission {including any files attached hereto) may contain information 
that is privileged, confidential and protected from disclosure. The information is intended only for the use of the individual 
or entity named above and is subject to any confidentiality agreements with such party. If the reader of this message is 
not the intended recipient or any employee or agent responsible for delivering the message to the intended recipient, you 
are hereby notified that any disclosure, dissemination, copying, distribution, or the taking of any action in reliance on the 
contents of this confidential information is strictly prohibited. If you have received this communication in error, please 
destroy it immediately and notify the sender by telephone. Thank you 

2 
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April 16,2013 

1':\!TCD STXfES L'\\'IIWN.\IE:-;TAL PROTECTIO:\ ,\GE~CY 
WASI-11:\'GHY\". D.C. 2U.t60 

OI")')CLOFCIIE'IIC\1 ~.\lTH 
\>I) POLLI TlO> )'1\)C\ FYIIO> 

()FF)(')._ ()I- )')S) )(-IDE PHOCll.\ \)~ 
H1:r;1s nul )O> pi\ l~lO> 1751l~l'l 

MEMORANDUM: 

Subject: Name of Pesticide Product: CSI FIPRONJL + NOVALURON SPOT-ON FOR 
DOGS 

EPA Reg. No./File Symbol: 53883-GRE 
DP Barcode: DP 404003 
Decision No.: 465891 
Action Code: R260 
PC Codes: 124002 (Novaluron: 20%) 

129!21 (Fipronil: 9.8%) 

From: 

To: 

Registrant: 

Byron T. Backus, Ph.D., Toxicologist 
Technical Review Branch 
Registration Division (7505P) 

Autumn Metzger/ John Hebert RM 07 
Insecticide-Rodenticide Branch 
Registration Division (7505P) 

CONTROL SOLUTIONS, INC. 

FORMULATION FROM LABEL: 

Active Jngredient(s): 
129121 Fipronil 
124002 Novaluron 
Other Ingredients: 

TOTAL 

G ---;- 13 ___a..-, r- ·le,. z_c\"3 
Pr··\ ' 

1(c!fi~ v(-fc;< 
f;;,;_~ 

by wt. 
9.8% 

20.0% 
70.2% 

100.0% 

ACTION REQUESTED: ''This product is a new spot-on with the combination ofFipronil + 
Novaluron. This is a new use for Novaluron (as far as spot-ons are concerned) ... With this 
application I have enclosed: the cover letter with transmittal sheet, the data matrix (yom studies 
highlighted) ... " 
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BACKGROUND: The material received by TRB includes a cover letter (dated June 6, 2012), 
five CSFs (one basic, four alternate, all dated June 6, 2012), a label, a data matrix (which 
indicates a new companion animal animal safety study- in MRID 48843210- has been 
submitted in addition to citations - MR!Ds 43121110, 43121111, 43444905, 43577711 and 
43863802- to previously submitted studies). 

COMMENTS AND RECOMMENDATIONS: 

I. The primary review for the companion animal safety study in MR1D 48843210 (adult dogs 
and puppies) was conducted by TRB. 

2. The following is the executive smnmary for the study in MRID 48843210: 

In a companion animal safety study (MRlD 4884321 0), groups consisting of three &-week­
old (±1 day) puppies and three adult(> 10 months old) beagles/sex (total of 12 dogs/group) 
were treated on Day 0 with either three IX applications of formulation (Group A): five IX 
applications of formulation (Group B) or five IX applications of placebo control substance 
(Group C). A I X application of formulation consisted of 0.67 mL for dogs weighing::; 10 
kg and I.34 mL for dogs> 10 kg. A 1 X application of placebo control was 0.47 mL for dogs 
::; 10 kg and 0.94 mL for dogs> 1 0 kg f although not stated in the report, it was confirmed on 
April 9, 2013 by the registrant's representative that ECS-28-99-2 is the formulated product 
minus the active ingredients; this is consistent with dosage given as the nominal percentage 
of other ingredients is 70.2%, and 0.702 x 0.67 mL (for dogs=~ 10 kg) 0.47 mL and 0.702 X 

1.34 mL (for dogs> 10 kg)= 0.94 mL]. Applications were spaced one hour apart. 

The test or placebo control material was applied directly to the skin on the dorsal midline 
from the base of the skull to the interscapular region. Dogs were treated on day 0 and 
observed through day 14. 

Puppies and adult dogs were observed t"vice daily (generally AM and PM). Post-application 
clinical observations included seizure activity in a Group A (3X) male puppy on day 11, 
described [p. 22 of MRID 4884321 0] as a "self-limited episode ... that did not require medical 
intervention." Also from p. 22: "As this self-limited event occurred only once II days atler 
treatment in a 3X puppy, and no other animals, including all the 5X animals did not 
experience this, it was judged to not be treatment-related." The only other mention of this 
event is in Table 3 on p. 72 ofMRlD 48843210, where the seizure [described as "moderate"] 
is reported for day 11. Other observations included gastrointestinal findings (primarily loose 
feces and diarrhea [including one incident of bloody diarrhea in a 5X control animal on day 
11J with occasional incidents of vomiting), discharge from one or both eyes, irritation in one 
or both ears (occurring only in adults of all groups, appearing 4-5 days after treatment, often 
persisting through day 14), and flaking of the skin at the application site without underlying 
redness or other signs of inflanunation. 

2 
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There were no treatment~ related eifects on mortality, body weight, hematology, coagulation 
or clinical chemistry parameters. Mean group food consumption values for puppies were 
slightly lower on Day -I, possibly associated with the stress of being weighed. There was no 
indication of an effect on day 0 (day of application) or on subsequent days. For the adult 
dogs, group mean food consumption values were noticeably lower on day 0 (the day of 
application), and this was more pronotmced in females but was consistent across all 3 groups. 
This may have been associated with the stress (excitement?) from the interaction with 
personnel during dosing, but in any case food consumption values returned to normal on day 
I so that even if this was considered to be an adverse effect it was transient. 

We can accept the laboratory 1s conclusions regarding seizure activity in a Group A 
male puppy on day 11 as not being treatment-related. It is concluded that the margin 
of safety in adult and 8-wcek-old beagles administered Dog Spot-On ECS-28-99-1 is at 
least SX the recommended dosing volumes of 0.67 mL for dogs and puppies:$ 10 kg and 
1.34 mL for dogs >10 kg and ::S 20 kg. The study also supports dosages of2.68 mL for 
dogs >20 kg and:$ 40 kg, and 4.02 mL for dogs >40 kg and S 60 kg. Since the mean 
weight of the SX (Group B) puppies was 2.84 ± 0.28 kg (~6.26 ± 0.62 lhs) the data will 
support use on dogs and puppies (8 weeks and older) with a minimum weight of 7lbs 
which must be declared on the label. 

This companion animal safety study in adult dogs is Acceptable and does satisfy the 
guideline requirement for a companion animal safety study (OCSPP 870. 7200) in adult dogs 
and puppies (weighing ?.7 lbs) with once-a-month treatment and dosage rates of0.67 mL for 
7·22 lbs, 1.34 mL for 23-441bs, 2.68 mL for 45·88 lbs, and 4.02 mL for 89-132 lbs. 
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EPA Primary Reviewer: Byron T. Backus, Ph.D. 
Technical Review Branch, Registration Division (7505P) 

EPA Secondary Reviewer: Masih Hashim, DVM 
Technical Review Branch, Registration Division (7505P) 

Signature: 
Date: 

Signature: 
Date: 

I DATA EVALUATION RECORD 
Template version 02/06 

STUDY TYPE: Companion Animal Safety Study- Adult and Juvenile Dogs; OCSPP 870.7200 

PC CODES: 129121, 124002 DP BARCODE: 404003 

TEST MATERIAL (PURITY): Dog Spot-On ECS-28-99-1; Lot No. ECS-28-99-1; Nominal 
composition: Fipronil 9.8%; Novaluron 20%; Analytical composition (average of 4 analyses): 
Fipronil 10.0%; Novaluron 20.6%. Described as a low viscosity clear liquid with a duil solvent 
odor, 

SYNONYMS: CST Fipronil + Novaluron Spot-On for Dogs 

CITATIONS: Madsen, T. (2012) General Safety Evaluation ofFipronii-Novaluron Spot-On in 
8-Week-Old Puppies and Adult Dogs: Final Report. Project Number: 
S 11227/0CR. Unpublished study prepared by Sinclair Research Center, Inc. 
142p. MR!D 48843210. 

SPONSOR: Control Solutions, Pasadena, TX 

EXECUTIVE SUMMARY: In a companion animal safety study (MRlD 488432 10), groups 
consisting of three 8-week-old (±I day) puppies and three adult (>10 months old) beagles/sex 
(total of 12 dogs/group) were treated on Day 0 with either three I X applications or fonnulation 
(Group A): f1ve I X applications of formulation (Group B) or five 1 X applications of placebo 
control substance (Group C). A IX application of formulation consisted of0.67 mL for dogs 
weighing :5 10 kg and 1.34 mL for dogs> 10 kg. A IX application of placebo control was 0.47 
mL for dogs :5 10 kg and 0. 94 mL for dogs> 10 kg [although not stated in the report, it was 
confirmed on April 9, 2013 by the registrant's representative that ECS-28-99-2 is the formulated 
product minus the active ingredients; this is consistent with dosage given as the nominal 
percentage of other ingredients is 70.2%, and 0.702 x 0.67 mL (for dogs= :5 10 kg) 0.47 mL and 
0.702 x 1.34 mL (for dogs> 10 kg)= 0.94 mL]. Applications were spaced one hour apart. 

The test or placebo control material was applied directly to the skin on the dorsal midllne from 
the base of the skull to the interscapular region. Dogs were treated on day 0 and observed 
through day 14. 

4 



44

Puppies and adult dogs were observed twice daily (generally AM an~ PM). PoSt~application 
clinical observations included seizure activity in a Group A (JX) male puppy on day Il, 
described [p. 22 of MRID 4884321 0] as a "self~ limited episode ... that did not require medical 
intervention." Also from p. 22: "As this self~ limited event occurred only once II days after 
treatment in a 3X puppy, and no other animals, including all the 5X animals did not experience 
this, it was judged to not be treatment~related." The only other mention of this event is in Table 3 
on p. 72 of MRID 48843210, where the seizure [described as "moderate"] is reported for day II. 
Other observations included gastrointestinal findings (primarily loose feces and diarrhea 
[including one incident of bloody diarrhea in a SX control animal on day II] with occasional 
incidents of vomiting), discharge from one or both eyes, irritation in one or both ears (occurring 
only in adults of all groups, appearing 4-5 days after treatment, often persisting through day 14), 
and flaking of the skin at the application site without underlying redness or other signs of 
inflammation. 

There were no treatment-related etfects on mortality, body weight, hematology, coagulation or 
clinical chemistry parameters. Mean group food consumption values for puppies were slightly 
lower on Day ~I, possibly associated with the stress of being weighed. There was no indication 
of an effect on day 0 (day of application) or on subsequent days. For the adult dogs, group mean 
food consumption values were noticeably lower on day 0 (the day of application), and this was 
more pronounced in females but was consistent across all 3 groups. This may have been 
associated with the stress (excitement?) from the interaction with personnel during dosing, but in 
any case food consumption values returned to normal on day I so that even if this was 
considered to be an adverse effect it was transient. 

We can accept the laboratory's conclusions regarding seizure activity in a Group A male 
puppy on day ll as not being treatment-related. It is concluded that the margin of safety 
in adult and 8-week-old beagles administered Dog Spot-On ECS-28-99-1 is at least SX the 
recommended dosing volumes of 0.67 mL for dogs and puppies::;: 10 kg and 1.34 mL for 
dogs> 10 kg. ::;: 20 kg. The study also supports dosages of 2.68 mL for dogs >20 kg and :::; 40 
kg, and 4.02 mL for dogs >40 kg and~ 60 kg. Since the mean weight of the 5X (Group B) 
puppies was 2.84 ± 0.28 kg (=6.26 ± 0.62 lbs) the data will support use on dogs and puppies 
(8 weeks and older) with a minimum weight of 7lbs which must be declared on the label. 

This companion animal safety study in adult dogs is Acceptable and docs satisfy the guideline 
requirement for a companion animal safety study (OCSPP 870.7200) in adult dogs and puppies 
(weighing ?.:7 lbs) with once-a-month treatment and dosage rates of 0.67 mL for 7-22 lbs, 1.34 
mL for 23-441bs, 2.68 mL for 45-88 lbs, and 4.02 mL for 89-132 lbs. 

COMPLIANCE; Signed and dated GLP, Quality Assurance, and Data Confidentiality 
statements were provided. 
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I. MATERIALS AND METHODS 

A. MATERIALS: 

1. Test material: 
Description: 

Lot No: 

Purity: 

Cnmpound Stability: 

CAS Nos: 

2. Placebo control: 
Description: 

Lot Nos: 

Purity: 

Compound Stability: 

CAS#: 

Dog Spot-On ECS-28-99-1 
Low viscosity clear liquid with a dull solvent odnr 

ECS-28-99-1 

Fipronil: 10.0% ( 102.0% of label claim) a11d ~ovaluron: 20.6% (103.0% of lahel claim) 

Expiration date: January 13, 2014; ambient storage conditions 

120068-37-3 (Fipronil) und 11671,1 (Novaluron) 

Dog Spot-On Blank ECS-28-99-2 
Liquid; according to information provided to this reviewer on ApriliJ. 2013 from the 

registrant's representative this was tltc fomtulatcd prodltctlcss the ltCiivc ingrcdiCIIIS. 
ECS-28-99-2 

Not provided 

Expiratiun date: Jammry 13,2014: amhicnt s10ragc conditinns 

Not provided 

3. Vehicle and/or positive control: Although not stated in the report, it was coniinned on 
Apri19, 2013 by the registrant's representative that ECS-28-99-2 is the formulated product 
minus the active ingredients; this is consistent with the dosage given as the nominal 
percentage of other ingredients is 70.2%, and 0.702 x 0.67 mL (for dogs S 10 kg)= 0.47 mL 
and 0.702 x 1.34 mL (for dogs> I 0 kg)~ 0.94 mL. 

4. Test animals: 
Species: 

Breed: 

Age/weight at study 
initiation: 

Source: 

Housing: 

Diet: 

\Vater: 

Environmental 
conditions: 

Acclimation Jlcriod: 

Dog 

Beagle 

Puppies: 55-57 days old at treatment (day 0): nmlcs: 2.589-3.376 kg (5. 71 • 7.443 lbs); 
females: 2.262-2.886 kg (4.987-6.3621bs) 

Adult dogs: 11.3-13.8 months old at trcatntcnt (day 0): males: 8.61-12.66 kg ( 18.98-27.91 
lbs): females: 7.91-9.59 kg ( 17.44-21.14 lbs) 

Ridglan Farms. Mount lloro.:b. WI 

Puppies (li·om day -7 to the cud of study): individually in stainless steel pens (-3 (I x 5 ft) 
Adult dogs: individually ill cltain-link fence and fmmc pens (-3.4 ft x 5.5 ft) 
P11ppics: commercial dry food (Purina® P11ppy Chow): 300 gmms/puppy/day !"rom day· 7. 
Adult dogs: commercial dry ftJod (Purina0 Dog Chow): 250 grams!dnglday !"rom day -14. 
Water from an nn-sitc deep well. availahlc ad fibinmt. Available in a water bowl for puppies 

and a stainless steel Lixit for :~dult dogs. 
Temperatu rc: Puppies: 69.3-79.3° F; Adult dogs: 62.3-80.0"' F. 
Huntidity: Puppies: 18-85%: Adull dngs: 15-102.9% 
Air changes: "'Apprnpriate huurly nir exchanges.·· 
Photoperiod: 12 ho11rs light/12 hours dark 

14 dnys 
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B. STUDY DESIGN: 

1. In life dates: Start of acclimation (Day -14): January 23, 2012; Start (Day 0): February 7, 
2012; End (Day 14): February21, 2012. 

2. Animal assignment: The study design is given in Table I. From p. 12 ofMRID 48843210: 
"On Day -1, puppies and adult dogs meeting the inclusion criteria ... were randomized to 
treatment groups, based on the most recent body weight determinations (day -1 ), using 
Microsoft Excel'w (Version 2003) random function. Within each age group and gender, the 
puppies/dogs were ranked by body weight in ascension and assigned to blocks, three (3) 
puppies/dogs per block. Thus, the three (3) lightest puppies/dogs were in "Block I," the next 
three (3) puppies/dogs were in "Block 2," etc., until all puppies/dogs were assigned to a 
block. Within each block, each puppy/dog was assigned a random number generated using 
the RAND function. The first three puppies/dogs (within "Block 1 ")were assigned to 
Groups I through 3 with the lowest random number puppy/dog assigned to Group 1, the next 
highest random number assigned to Group 2, etc. This procedure was repeated for all 
remaining puppies/dogs within each successive block until each puppy/dog was assigned to a 
treatment group. Then, a single factor ANOV A (in Excel) was conducted with an alpha 
across treatment groups for body weight." 

TABLE I: Study design ' 
Cumulative !';umbers of Animals Assigned 

Test Test Number of IX Dosing volume Dosittg 
Group Material Doses Puppies Adult Dogs 

Volume 
\ Males Females Males 

A (3X) Fipronil-1 Puppies: 0.67 mL 3 (at 1-llour Puppies: 2.01 mi. 3 3 3 
1\ovaluron Adult dogs: 0.67 or intervals) Adult dogs: 2.01 or 

4.02 mi. ' Spot-on I 1.34 ml}' 

B (SX) Fipronil· l'nppics: 0.67 mL 5 (at 1-hour Puppies: 3.35 mL 3 3 3 
Novaluron Adult dogs: 0.67 inlervals) Adult dogs: 3.35 or 

Spot-on ntl. or 1.3'1 mL b 6.71lmi.J 

C(SX) l'la.cebu Puppies: 0JI7 mL 5 (aJ 1-llour Puppies; 2.35 n1L 3 3 3 

b 

' 

' 
f 

Conlrol Adult dogs; 0.47 intervals) Adult dogs: 2.35 mL 
mL or 0.94 mL" ur4.70 mL t 

Dahl Jaken from p. 17. /VI RID <188,1321 0. 

0.67 mL lOr puppies nnd adult dogs ::; I 0 kg (all puppies weighed :5 I 0 kg); 1.34 mL for adult dogs > I 0 kg 

2.01 111L for puppic~ nnd :tdult dogs::; 10 kg (all puppies weighed_:;:: 10 kg): 4.02 mL for adult dogs> 10 kg 

3.35 mL lbr puppies and adult dogs::; 10 kg (all puppks weighed :5 I 0 kg): 6.70 tnL lOr ndull dogs> 10 kg 

0.47 mL for puppies and adult dogs_::: 10 kg (all puppies wdgllcd::; 10 kg): 0.94 mi. for mini! dogs> 10 kg 

2.35 mi. for puppies and adult dogs::; I 0 kg (all puppies 11 cighed :5 I 0 kg): 4. 70 111L for adult dogs > I 0 kg 

Females 

3 

3 

3 

3. Dose selection rationale: From p. 18 ofMR1D 48843210: "Dose selections were provided 
by the Sponsor based on previous testing." The dosages arc consistent with those given on 
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the proposed label (dogs & puppies [8 weeks or older] up to 22 lbs: 0.67 mL; dogs 23-44 lbs: 
1.34 mL; dogs 45-88lbs: 2.68 mL; dogs 89-132lbs: 4.02 mL). 

4. Treatment: From informat(on on p. 59 ofMRID 48843210 the placebo control or test 
material, as appropriate, was applied topically on day 0 from either a calibrated syringe or 
pipette. The application was " ... directly to the skin on the dorsal midline from the base of 
the skull to the interscapular region." The application directions on the proposed label state: 
·'Squeeze tube frrmly to apply all of the solution to the dog's skin [as a spot [on][to] the dog's 
back between the shoulder blades.][ or ][from the back of the neck to a point midway between 
the neck and taiL]" The directions to apply from the back of the neck to a point midway 
between the neck and tail [as a "stripe-on?] do not appear to be consistent with bow the test 
material was applied in this study, particularly as there is the possibility that the dog could 
lick the region of its back midway between the neck and tail. 

5. Statistics: From p. 123-124 ofMRID 48843210: 

Trtatment Wa!i administered individually to each animal. Tite experimental unit was defmed as 
the individual animal. 

Data continuous in nattue and collected over time were anaLyzed by RMANCOVA appropriate 
for a rt>peated mea!iures experiment using the MIXED procedure of SAS. A compmmd 
symmetrk structure wa!i asslmtt"d for the c·ovariance matrix given only 2 timepoints post~ 
treatment were to be evaluated. Daily food consumption WB!i condensed to weekly food 
consumption. Pre-treatment values were included as the covariate. The model included the main 
effects of"treatment group", "age group", "gender" and "time"; the two-way interactions 
"trtatment group"' age group", "treatment group"" gt'nder'', "treatment group byti.me", "age 
group 40 gender", "age groUp+ time'' and "gender* time"; the t!uee-Way interactiOII!i "treatrnent 
group* ag~ group* gender"," treatment group* age group* time"," treatnu•nt gJOllp .p gende-r 
* time" and "age group * gender * time"; and the four-way interaction "treatment group * age 
group *gender* time". Ifthe four-way interaction was statistically significant (P < 0.05), no 
further hypothesis testing was conducted given the small sample size. Ifd:te four-way interaction 
was not signiiicant, and any of three-way interactions "treatment group* age group"' gender'', 
"treatment group *age group * time" or "treatment group * gender * ti.mt>" we-re statisti('ally 
significant (P < 0.05), no further hypothesis testing was conducted given the small sample size. 
Two-way interactions not involved in significant three-way interactions were assessed at 
P < 0.05. If two-way interactions involving treatment group were significant, the treatment 
group efft"cts within age group and! or gender and/or timt'- were assessed. Linear contrasts 
comparing the- placebo to the- 3X and place-bo to the 5X g;oups were e-valuated using an 
unadjusted alpha= 0.05. If none ofthe intera~tions were significant (P > 0.05), the main effect 
of treatment group was evaluated. If the main effect of treatment group was significant 
(P < 0.05), linear contrasts comparing the placebo to the 3X and placebo to the 5X groups were 
evaluated using an unadjusted alpha= 0.05. If the P-val ue for any int~raction was greater than 
0.25, the i11temction was dropped from the model. 
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Treatment was administered individuaUy to each animal. TI1e experimt>ntal unit was defined as 
the individual animal. 

Data continuous i.n nature and collected over time were analyzed by RMANCOVA appropriate 
for a repeated measw-es experiment using the ML\'ED procedure of SAS. A compound 
synunetric structme was asswned tOr the covariance matrix given only 2 timepoints post~ 
treatment were to be evaluated. Daily food consumption was condensed to weekly food 
cons1.rmption. Pre--treatment values were included as the covariate. T'ne model included the main 
effects of"treatment group", "age group", ''gender'1 and "time"; the two·way interactions 
"treatment group* age group11

, "treatment group • gendi.'r", "treatment group by time", "age 
group* _gendt.'r", "age group* time" and "gender • time"; the three~way interactions" treatment 
group * age group * gender", " treatme-nt group • ag~ group * time", " treatment group"' gender 
*time" and" age group* gender* time"; and the four-way interaction "treatment group* age 
group* gender* time". If the fom-way interaction \Vas statistically significant (P < 0.05), no 
further hypothesis testing was conducted given the small sample size. If the four.way interaction 
was not significant, and any ofthree-way interactions "treatment group * age group • gender", 
"treatment group *age group * time'' or "treatment group * gender *time" were statistically 
significant (P < 0.05). no further hypothesis testing was conducted given the small sample size. 
Two-way interactions not involved in significant three-"'.vay interactions were assessed at 
P < 0.05. Iftwo-way interactions involving treatment g:oup were significant, the treatment 
group effects within age group and/or gender and/or time were assessed. Linear c.ontrasts 
comparing the placebo to the 3X and placebo to the 5X groups were e\•aluated using an 
unadjmted alpha= 0.05. If none of the interactions were significant (P > 0.05), the main effect 
of treatment g,oup was evaluated. If the main effect of treatment group was significant 
(P < 0.05), linear contrasts comparing the placebo to the 3X and placebo to the 5X groups were 
evaluated us lug an wtadjusted alpha= 0.05. If the P.value for any interaction was greater than 
0.:25, the U1teraction was droppe-d from th~ modeL 

C. METHODS: 

1. Observations: 

a. General health observations: The animals were observed at least twice daily (typically AM 
and PM). 

b. Clinical observations: These were initiated on day 0 at pre-dose and at I, 2, 3 and 4 hams 
post-treatment of the final subapplication. After day 0, observations were made twice daily 
through the study termination. 

Personnel responsible for clinical observations were blinded to treatment assignments. 

c. Physical examinations: All animals received physical examinations from a veterinarian on 
days-7. 7and 14. 

2. Bodv "\Ycights: Body weights were determined on days -14, ·I, 7 and 14. 
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3. Food consumption: Individual tOod consumption values were measured and recorded daily. 
For puppies, this was from day -7 through day 13; for the adult dogs this was from day -14 
through day 13. 

4. Clinical pathology: On days -7, 1, and 7, blood was collected for hematology, clinical 
chemistry, and coagulation measurements. Puppies were not fasted before blood was taken; 
adult dogs were fasted for an unspecified period of time before blood was collected. The 
CHECKED parameters were measured: 

a. Hematology and coagulation: 

X 1-lemalocrit (HCT)* X Leukocyte differential count* (absolute and percentage) 

X 1-Jcmoglobin (1-lGB)* X Mean corpuscular 11GB (MCJ-1)* 

X Leukocyte C!!!tnl (WBC)* X Mean corpusc. HGB conc.(MCHC)* 

X Erythrocyte count (RBC)* X Mean corpusc. volume (MCV)* 

X Plateicl COUill Reticulocyte count (percent and absolute) 

Blood clottiug mcasurcmenL~ Morphology (RBC) 

X (Activated l'anial Thromboplastin lime)* Heinz body fonnation (pcrccul and absolute) 

(Ciolling Lime) Red cell dislributiou width (ROW) 

X (Prothrombin time)* 1-Jcmoglobiu dislribuliou width (IIDW) 

Fibrinogen 

' Recommended forcompan10n ammals safety evaluauon based on OCSPP 870.7200 

b. Clinical chemistrv: 

ELECTROLYTES OTHER 

X Calcium* X Albumin* 

X Chloride* X Cn::atininc"' 

Magnesil1m X Urea nitrogen (BUN)* 

X Phosphorus* Cholcst..:rol 

X Potassiu1n* X Globulins* 

X Sodium* X Glucose* 

ENZYMES X Total bilirubin* 

X Alkaline phosphatase (ALK)* X Dirc..:l bilirubin* 

CholiuesLerasc (ChE) Indirect bilirubin 

Creatine phosphokinase X Tmal protein (TP)* 

Lactic acid dehydrogenase (LDJ I) Triglyccrides 

X Alanine aminotransfemsc (AI.T/also SOPT) 0 Serum protdn ..:Jcctrophon:sis 

X Aspartate aminotransferase (AST/also SGOT)* X Albumin/globulin ratio 

Sorbitol dehydrogenase (SOI-l) 

X Gamma glutamyl transferase (GClT) 

Glutamate dehydrogenase 

' . .... ' Recommo.:nde1l for a compamon Ulllmal safel) c\aluat1on based on OCSJ P 870.7200. 

5. Urinalysis: Urinalysis is not required for companion animal safety studies and was not done 
as part of the current study. 

10 
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6. Sacrifice and pathology: There were no deaths or moribund sacrifices during the study. 
Terminal sacrifices and gross necropsies were not done and are not required under OCSPP 
870.7200. 

II. RESULTS 

A. ACTUAL DOSES ADMINISTERED: The mg/kg doses of the active ingredients are given 
in Tables 2a and 2b, below: 

Cumuln!ivc 
Dose range of Mean Dose 

Dose of For-
Cumulutive Cumula!ive lvlcan 

Test Test l)ose of Dose of Puppy Fipronil of Fiproni! 
mnla!ion (g) weigh! 

Puppy 
Group Malcrial Fiproni! Novalunm weigh! f.·Vova/uJ·on) (Nova/uron) 

(! mL"' 1.0588 (mg)/puppy (mg)/pnppy range (kg) 
(kg) mg/kg mglkg g) 

A (JX) Fipronil- 2.128 glpnppy 208.5 425.6 2.262- 2.755 64.1-92.2 75.7 
Novaluron 3.254 (130.8-!88.1) (/54.5) 

Spot-on 

13 (5X) Fiproni!- 3.547 g/puppy 347.6 709.4 2.424- 2.841 106.8-143.4 122.4 
Novaluron 3.254 (1!8.0-292.7) (249.7) 

Spot-on 

C(SX) Placebo 2.488 g/puppy 0 () 2.262- 2.790 0 () 

Control i 3.376 10) (0) 
' 

TABLE 2b: mg!kg doses of the active ingredients (adult dogs) 

I Cumulative 
Cumulative Cumulative Dose range or Mean Do~e 

·rest Test 
Dose of For-

Dose or Dose o!" Dog. weigh! 
Mean Dog Fipronil offipronil 

Group Ma!.;rial 
n!ulmiun (g) 

Fipronil "Sovalnron range (kg) 
weight 

(Nowlluron) (VomltJran) 
(I mL=I.0588 (mg)/dog (mg)/dog 

I 
(kg) 

mg!kg mglkg g) 
• 

A (JX) Fipronil- 2.128 gldog 208.5 425.6 8.24-12.66 10.32 22.7-37.2 29.5 
i\'ovaluron (SIOkg) (:S I (I kg) (::;IOkg) (46.4-76.0) (60.1) 

Spot-on 4.256/dog '117.1 851.3 
(>IOko) (> 10 kg) (>10k~>') 

B (5X) Fipronil- 3.547 g/dog 347.6 709.4 8.43-12.49 IU.OI 35.3-60.7 45.2 
Nuvaluron (S 10 kg) (S: !0 kg) (S I 0 kg) (72.1-113.8) (92./j 

Spot-on 7.094 g/dog 695.2 14!8.8 
(>!0 kg) (>IOkg) (> IOkg) 

C(5X) l'laccbo 2.488 g/dog 0 0 7.ill-11.66 9.22 II 0 
Control (:;! 10 kg) (0) 10) 

41976 gldng 

(>IOkg) 
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B. OBSERVATIONS: 

1. Clinical signs: The observed clinical signs for puppies are given in Table 3 and for adults in 
Table 4. 

Table 3 Individual Anim:ll Abnormal Clinical Observations 

Gender Dose Study ID 
Clini~l 

Observ:~tion 

Puppies: 

M 

M 

M 

F 

F 

F 

l•I 
M 
M 
F 

F 

F 
M 

M 

F 

F 

F 

3x !AJ..11:VLZ~l feces 
Treatment frees 

;, 
Treaiment 

vomitin 
A,_\12:WLZ-l feces 

feces 
A}.13:VCZ-l es 

feces 
seizure 

AFl:U"VY-1 teces 
Jey" 

AF2:UU'f·l feces 
vomitin 

AF3:WQY-l feces 

BMl:WPZ-1 
BM2:WOZ-l 
BM3:VYZ-l 
BFl:VRY-1 fuces 

~tees 
BF2:UWY-l vomiting 

"'" BF3·VZY-l 
5x I. c~·'·"l:~V~O~Z~-~,t.,·:c~,~.----··-

Control r~ katicn 
behavioral attimde 
slcin rondition 

CM2:USZ-1 
CM3:VDZ-l v•:mritill 

m:.m condition 
CFl:WSY-1 feces 

fec-es 
feces 

" eye~ 

CF2:VSY-l the~ 

&us 
CF3:UTY-l eyes 

Duerlption Study Day(s) 

loose 
diarrhea 

l 
··~-t;---...... 

3 
r.c. de~cri cion 
loose 
diarrhea 
discharge 
loose 
moderate 
loose 
discharge OD 
loose 
no descri tion 

[dxy 

loose 
diarrhea 
no description 
discharge OU 

3 
8,1D 
9 
l 
Pre Dose 
ll 
45 
9 
4hr Post 
3 

Pre Dose 
9 

Pre Dose 
5 

ccc:--~"~~~·~bn~2~m~,,,~~"'-----------
bose 3hr Post 9 
ra "d Pre Dose 
drcllllg Pre Dose 
flakes of skin around shcu!dec 7 8 9 10 

M abnormal finrf s 
food 
tl<Rkts of skin around shoulder 9 

loose 
d.iarrheJ 
di~char e, OD 
dischuge, OU 
loose 
diarrhea 
dischar e, OU 

Pre Dose 
5 
35 
4 
8 
PreDose45 78l0 l! l2l3 
2hrPos l2,36S i 

8 i 

Table3 Key: OD ~ Rig)lt: OS~ Left; OU ~Both 
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Table 4. Individual animal . ..1. t dog) Abnormal Clinical 

Grndrrl Dosr 

M 

M 

F 

F 

F 

M 5x 
Treatrnenr 

M 

M 

F 

F 

F 

Study ID 

::J 
lf•m 

km 
bm 
:,;, ' 
km 

-1 -,, 

bm 
I eves 
I eves 
lskin 

A.F5:KZC·l I feces 

I loose 

13 

Drs~ription 

• bo<h ean 

OS 
.left"' 

OS 

Study Day(s) 

>,1C '.13.[4 

•• 6. 

'·' 
14 

;,6, 12,13,14 , 
>,6, 

>.6.7.8.9.13 

12.13.14 
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Table 4 (continued) Individual animal (adult dog) Abnormal Clinical Observations 

Gender Dose Study ID 
Clinical 

Description Study Day(s) 
Observation 

Adults 
M 5x CM4:SPD-l feces Loose lhr Post, 2 hr Posl, 

Control l 3 4 5 6 7 9 10 12 13 14 
feces Diarrhea 28 
fee" bloodv diarrhea ll 
skin condition Rou 3 
skin condition irrilatio ri hi ear 5 
skin condition irritation, both ears 14 
I eye• discharge OS 45678910111314 

M CM5:FXZ-O feces Loose 3461011121314 
feces Diarrhea 2 
skin condition scralch between shoulder and Pre Dose 

tefi ear 
lvt CM6oQED-1 feces D'V 4 

feces Loose 2hr Post,1,3,5 ,6, 7,8, 10, 11, 
12,14 

foe" Diarrhea 213 
skin condition Rough 3 
skin condition irritation, both ears 4,5,6,7,8,9 

F CF4:XPA-l feces Loose 9 
tocomotion.l non weight bearing, right hind Pre Dose, 3hr Post, l 
musculature 

''"'' dischar£c OS 613 

'"'' discharge, OD 10 
I eve• dischame OU 10 
skin condition irrilation both ears 456789101314 

F CF5:REA-l feces Loose 6,7,8,10 
skin condition irrilation both ears 4 

I"'" disc e OD 5 
vomiting no descri ion 7 

F CF6:QCA-1 feces Loose 238 
skin condition irritation both ears 4 12 
skin condition irritation, right ear 13,14 
vomitin no descri ion 14 

Post-application clinical observations included seizure activity in a Group A (3X) male 
puppy [AM3: VCZ-1] on day II, described [P- 22 ofMRID 48843210] as a "self-limited 
episode .. , that did not require medical intervention." Also from p. 22: "As this se!f~limited 
event occurred only once II days after treatment in a 3X puppy, and no other animals, 
including all the 5X animals did not experience this, it was judged to not be treatment­
related." The only other mention of this event is in Table 3 on p. 72 ofMRID 48843210, 
where the seizure [described as "moderate"] is reported for day II. Other observations 
included gastrointestinal findings (primarily loose feces and diarrhea [including one incident 
of bloody diarrhea in a 5X control animal on day 11-1 with occasional incidents of vomiting), 
discharge from one or both eyes, and initation in one or both ears (occurring only in adults of 
all groups, appearing 4-5 days after treatment, often persisting through day 14). 

14 
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2. Quantitative physical signs parameters: There were no indications of any treatment­
related effects on heart rate or respiratory rate as measured on days 7 and 14. 

3. Local effects at the application site: Two control puppies had 1laking ofthc skin (one on 
days 7 through 1 0, the other on day 9) at the application site without underlying redness or 
other irritation. One 3X adult had "rough" skin (presumably at the application site) on day 3, 
as did two SX controls. 

4. Mortalitv: There were no deaths or moribund sacrifices. 

C. BODY WEIGHT AND WEIGHT GAIN: Body weight data are given in Tables 5A 
(puppies) andSB (adult dogs). There were no treatment-related effects on body weight or 
body weight gain. All of the puppies gained weight over the course of the study. 

Tablo SA. Body ; in 

Individual Animal No. Weigh! change (kg) Weigh! change (kg) Weight change (kg) 
Day -t4 to Day -I Day -I Io Day 7 Day 7Io Day 14 

AM 0.469 
~ 

0.507 

AM2A~',1{ ~ l:* 1.279 
AI ).916 

~ 
).614 

';~" 1m 23 
A' OY-1 

~339 
22 

c~.;~PA:M.:.;;;z;:,;-n- '0.243 • 0.139 

~WP7, o:736 "-'"" 1.724 
0.957 0.644 ).885 
0.120 1.074 ).428 

~ ~4 '-''" H* 0.7t9 ).649 
).408 ~519 ).353 

~~S.D. 0.54 7 ± 0.309 0. 4± ).284 0.5"~ 
).457 !1.47 
1.058 0.63 0.624 

~ -*Fs .58" 0.679 

·"' o.so: 
CF Y- 0.336 .321 0.372 

--fii'l: JTY-1 0.559 0.725 0.442 
Gcoon C Moan>± S.D. 0.597 ± 0.255 0.537±0.140 0.542 
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Table 5B. Body s In Adult Dogs 

Individual Animal No. Weight change (kg) Weight change (kg) Weight change (kg) 
Day -14 to Day .J Day -1 to Day 7 Day 7 to Day 14 

fiEi -0.08 :Hi- +0.16 
+0.38 +0.13 
-0.19 -0.38 -0.30 

A~ ~ :6¥o- +0.17 
+0.08 

+ -0.34 + .26 
Group ~S.D. +0.01 I± 23 -0.14±0.18 +0.01 '±0.20 

BM + +0. + >.10 

:eYD-1 

).06 -0.: +0.00 
+ iif -o.: +0.18 

-0.• +0.18 

~AY-0 -0.01 -0.25 :&To--0.15 -0.21 
GrouP B_ Moans± S.D. +0.0>1±0.18 -0.23 ± 0.17 • 0.09 

~I + >.18 -0.1 
:~ c , :-o 

~ 
-0.:13 
-0.04 +0. 

~~~- +0.26 :~1} +0.43 
+0.24 +0.31 
-0.02 -0.52 +0.43 

Group' :Means± S.D. +0.16±0.14 -0.32±0.2; +0.29±0.16 

Although some adult dogs did have small weight losses between some of the measuring 
intervals, these were of biologically insignificant magnitude and showed no indications of a 
treatment-related pattern. 
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D. FOOD CONSUMPTION: Mean group food consumption values for puppies were slightly 
lower on Day w 1, possibly associated with the stress of being weighed. There was no 
indication of an effect on day 0 (day of application) or on subsequent days. 

I 

Table 6A. Food Consumption/Day (g) w Puppies 

Day Day Day Day Day Day Day Day Day 
Individual Animal No. -3 -2 -I 0 I 2 3 7 13 

AMI:VLZ-1 102 209 144 141 !58 113 !58 163 200 
AM2:WLZwl 123 !84 102 117 160 162 121 139 197 
AM3:VCZWI 94 203 !57 171 248 161 137 194 !54 
AFl:UVYwJ 113 224 Ill 175 200 198 145 149 270 
AF2:UUYwJ 85 !84 80 81 103 132 160 116 179 
AF3:WQYwJ 55 172 96 151 129 168 151 204 121 

Group A Means± S.D. 95.3 !96.0 115.0 139.3 166.3 155.7 145.3 160.8 186.8 
±23.9 ±19.3 ±29.6 ±35.5 ±51.6 ±29.6 ±14.6 ±33.5 ±50.3 

BMI:WPZ-1 100 191 76 141 153 154 156 169 200 
BM2:WOZ-I 164 !93 177 176 255 142 137 260 ISS 
BM3":VYZWI 80 168 75 175 142 n,d, 273 201 252 
BFI:VRYwl 96 126 74 84 32 49 72 124 149 
BF2:UWYwl 97 168 122 186 160 167 155 153 lSI 
BF3:VZYwl 69 122 5 87 163 124 121 138 !54 

Group B Means± S.D. 101.0 161.3 88.2 141.5 150,8 127.2 152.3 174.2 176.8 
±33.1 ±30.9 ±57.4 ... 46.0 ±71.1 ±46.5 ±66.7 ±49.8 ±41.5 

CMI:VOZ-1 76 177 65 170 137 138 132 164 ISO 
CM2:USZ-I 143 224 109 200 135 159 204 182 246 
CM3:VDZ-I 89 142 182 195 167 161 192 193 233 
CFI:WSYwl 81 !52 81 123 132 119 104 158 141 
CF2:VSYwl 55 168 89 152 124 98 136 162 120 
CF3:UTYwl 69 178 92 143 131 161 139 167 180 

Group C Means± S.D. 85.5 173.5 103.0 163.8 137.7 139.3 151.2 171.0 178.3 
±30.4 ±28.5 ±41.3 ..1.30.2 :!:15.0 :!:26.3 ±38.5 ±13.6 ±51.3 

For the adult dogs, group mean food consumption values were noticeably lower on day 0 (the 
day of application), and this was more pronounced in females but was consistent across all3 
groups. This may have been associated with the stress (excitement?) from the interaction 
with personnel during dosing, but in any case food consumption values returned to normal on 
day 1 so that even if this was considered to be an adverse effect it was reasonably transient. 

17 
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Table 6B. Food • '(g) t dog> 

. i ,, !No . 
n_i ~;y ~~y D~y D~y n;y D~y 3. D? ~i 

If 
250 

~ 
250 250 250 250 

~ 
250 :ill= 250 250 250 250 250 250 

~ ~ &- ~ 
250 
~ ~ ~ 250 

A~ZC-1 204 250 IS 250 250 250 250 250 
AI 250 250 169 2 255 250 250 275 250 

Group A Means± S.D. 233 250.0 232.7 154.3 248.8 250.0 250.0 254.2 250.0 
±26.5 ±0.0 ±32.5 I ±109.3 ±5.7 ±0.0 ±0.0 ±10.2 ±0.0 

~D-1 250 250 250 250 250 250 250 250 250 

~ 
250 250 250 250 

-Ws-
25( 

~ ~;-H*-250 250 250 2 25( 

-Nf.KC~-O '*' 
201 l* 122 125 "' l 

250 
137 4 157 " -

1245.2 
2-1 -t!!:s ~ 114 44 250 250 

G'oop B S.D. !:::~ 1 ~.'1
2

s
0

4 
217.8 240.3 247.7 

±39.8 ±44.2 ±61.1 ±15.3 ±46.9 ±5.7 ±11.8 

~z.o ~ 
250 250 

~ 
250 
~ Fs-H*-205 100 250 

224 250 25• 2 ,75 250 250 250 184 

'·I ~ ~ 
129 !19 183 

~ ---* 250 

* ~6•0CA-1 250 145 250 275 
250 193 158 80 94 179 250 -::r c,oup c • S.D. :~~:; :;~:~ :~~:~ !i~:~ :!~:~ :;~:! :~~:! ~~~-~ 

E. BLOOD ANALYSES: 

1. Hematology and coagulation parameters: No treatment-related or biologically relevant 
changes in hematology or coagulation paramc1crs were observed. 

2. Clinical chemistrv: No treatment-related or biologically relevant changes in clinical 
chemistry parameters were observed. 

Ill. DISCUSSION and CONCLUSIONS 

A. INVESTIGATORS' CONCLUSIONS: The study author concluded that no treatment­
related clinical signs or effects were observed in puppies 8 weeks of age or in adult dogs 
treated once 1opically with three (3) or five (5) applications of the test substance, Fipronil­
Novaluron Spot-on compared with similar animals receiving five (5) applications of a 
placebo control subs1ance. 
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B. EPA REVIEWER COMMENTS: 

It is concluded that the margin of safety in adult and 8-week-old beagles administered 
Dog Spot-On ECS-28-99-1 (Fipronil: 10.0%; Novaluron: 20.6%) is at least SX the 
recommended dosing volumes of 0.67 mL for dogs and puppies 5 10 kg and 1.34 mL for 
dogs >10 kg and ~ 20 kg. The study also supports dosages of2.68 mL for dogs >20 kg 
and~ 40 kg, and 4.02 mL for dogs >40 kg and~ 60 kg. Since the mean weight of the SX 
(Group B) puppies was 2.84 ± 0.28 kg (=6.26 ± 0.62 lbs) the data will support usc on 
dogs and puppies (8 weeks and older) with a minimum weight of 7 Ibs which must be 
declared on the label. 
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!. DP BARCODE: 404003 
2. PC CODES: 124002 (Novaluron: 20%); 129121 (Fipronil: 9.8%) 
3. CURRENT DATE: April 16.2013 
4. TEST MATERIAL: Dog Spot-On ECS-28-99-1. a low viscosity clear liquid with a dull 

solvent odor, containing Fipronil 10.0% (I 02.0% of label claim) ~md Novaluron: 20.6% 
(103 0% of label claim) 

Study/Species/Lab 
MRID Results 

Tox. Core 
StuQy_# I Date Cat. Grade 

Companion animal safety/8- 48843210 Groups consisting of three 8-week~old nla Accep~ 

week-old beagle puppies and (± 1 day) and tl1ree adult (>II months table 
11.3 to 13.8 month adult old) beagles/sex were treated on day 0 
dogs/Sinclair Research Center, with either 3 I X applications of 
Inc., Auxvasse, MO/Project fomnllation (Group A); 5 IX 
No. S 11227/0CR/June 5. 2012 applications of formula-tion (Group B) 

or 5 IX applications offonnulated 
product minus the active ingredients. 
Applications were spaced 1 hour apart. 
Test material or placebo was applied 
directly to skin on the dorsal mid-line 
to interscapular region. Dogs were 
observed for 14 days. Post application 
clinical observations included seizure 
activity in a Group QA (3X) male 
puppy on day 11 that did not require 
medical intervention. There were no 
treatment or dose-related effects on 
mortality, body weight, food 
consumption, hematology, coagulation, 
or clit1ical chemistry parameters. 

The margin of safety in adult and 8-
week-old beagles administered Dog 
Spot-On ECS-28-99~1 is at least 5X 
the recommended dosing volumes of 
0.67 mL for dogs and puppies::::_ 10 
kg and 1.34 > 10 kg and :5:20 kg. 
The study also supports dosages of 
2.68 mL fol' dogs >20 kg and::; 40 kg, 
and 4.02 mL for dogs >40: kg and::; 
60 kg. Since the mean weight of the 
SX (Group B) puppies was 2.84 ± 
0.28 kg (=6.26±0.62 lbs) the data will 
support usc on dogs and puppies (8 
weeks and older) with a minimum 
weight of 7 lbs whieh must be 
declared on the label. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF 
CHEMICAL SAFETY AND 

POLLUnON PREVENTION 

MEMORANDUM 

Date: 21-MAY-2013 

SUB.JECT: Novaluron: Human-Health Risk Assessment for Proposed Section 3 Uses as a 
Dog Spot-On and in Cattle and Poultry Operations and Horse Barns. 

PC Code; 124002 DP Barcodes: 0404422; 0406091 

Registration Nos.: 53883-NEW; 53883-xxx 
Regulatory Action: SccJion 3 

Decision Nos.: 465891; 461013 
Petition No.: NA 
Risk Assessment Type: Single Chemical Aggregule CaseNo.: 76!5 
TXR No.: NA 
MRID No.: NA 

FROM: 

THROUGH: 

TO: 

CAS No.: !167!4-46-6 
40 CFR: §180.598 

Julie L Van Alstine, MPH, Environmental He.§,llth Sci:rytisy~~ 
Anwar Y. Dunbar, Ph.D., Phannacologist //J;:•,_... -'q. ;{./;jl~ 1 , 

Lata Venkateshwara, Environmental ScientiSt L M £ I~ v'<::--. J. b ...____ 
Risk Assessment Branch I (RAB 1) 
Health Effects Division (HED; 7509P) ......­
Daml. M. Vogel, Acting Branch Chief T(J\);;~ 
George F. Kramer, Ph.D., Branch Senior Chemis~-;J-~:;;!~=~~-..,_ __ _ 
RAB 1/HED (7509P) 

John Hebert (RM 07)/Autumn Metzger/ Jennifer Gaines 
Registration Division (RD; 7505P) 

The HED of the Office of Pesticide Programs (OPP) is charged with estimating the risk to human 
health from exposure to pesticides. The RD ofOPP has requested that HED evaluate hazard and 
exposure data and conduct dietary, occupational, residential, and aggregate exposure 
assessments, as needed, to estimate the risk to human health that will result from all registered 
and proposed uses of novaluron (N-[[[3-chloro-4-[1 ,1 ,2-trifluoro-2-(trifltloromethoxy)ethoxy] 
phenyl]amino]carbonyl]-2,6-difluorobenzamidc). A summary of the findings and an assessment 
ofhmnan risk resulting from the registered and proposed uses for novaluron arc provided in this 
document. The risk assessment was provided by Julie Van Alstine (RAB 1), the hazard 
characterization by Anwar Dunbar (RAB1), and the occupational and residential exposure 
assessments were provided by Lata Venkatcshwara (RABl). 

The most recent human-health risk assessment was conducted in conjunction with a request for 
the use ofnovaluron on peanut and soybean (Memo, J. Van Alstine, eta!., IS-MAY-2013; 
D400705). 
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1.0 Executive Summary 

Background: Novaluron, a benzoylphcnyl urea compound, is a pesticide chemical belonging to 
the class of insecticides called insect-grow1h regulators (IGRs). Tolerances for residues of 
novaluron are established under 40 CFR § 180.598 inion a wide variety of crops at levels ranging 
from 0.05 to 50 ppm. Tolerances for residues ofnovaluron are also established inion the 
following livestock commodities: eggs, milk, milk fat, and the meat, fat, kidney, liver, and meat 
byproducts (except kidney and liver) of cattle, goat, horse, sheep, poultry, and hog. 
Additionally, nova\uron is registered for usc in food and feed handling cstab\islunents, and a 
tolerance ofO.O! ppm has been established for residues in/on food and feed commodities other 
than those covered by a higher tolerance as a result of use on growing crops. 

Control Solutions, lnc. (CSl) has submitted a Section 3 request to register the product CS\ 
Fiproni I + Novaluron for usc as a monthly topical solution for continuous protection against 
Oeas, ticks, flea eggs, flea larvae (mosquitoes), and chewing lice on dogs. CSl's Fipronil + 
Novaluron product contains the active ingredients fipronil (9.8%) and novaluron (20%). The 
proposed product can be used by homeowners and by commercial applicators. The proposed 
spot-on product label allows for application to four dog-weight ranges: small, up to 22 pounds 
(lbs); medium, 23 to 43 lbs; intermediate, 45 to 88 lbs; and large, 89 to 132 lbs. The product is 
not proposed for usc on cats. This risk assessment addresses novalmon only. 

Additionally, CSI has submitted a Section 3 request to register the product Novaluronw 02G, 
which contains 0.2% novaluron, for usc to control stable fly larvae in cattle operations and horse 
barns and to control litter beetles in poultry operations. Novaluron00 0.2G is a granule applied by 
dry scattering to fly breeding sites, including manure, in cattle and poultry opera! ions and horse 
barns or horses not intended for slaughter or food. It acts as a growth regulator and a\Tccts the 
formation of fly and beetle larvae; it docs not kill adult flies or bccllcs. The application rate for 
cattle operations and horse barns is two pounds per 200 square feet (0.8 lb ai/ A; corresponds to 
0.00002lb ai/ft2). The application rate for poultry operations is four pounds per 200 square feet 
(1.6\b ai/A; corresponds to 0.00004 lb ai/ft2

). The application treatment interval depends on tlte 
management and housing systems as well as on climatic conditions. It can vary from 21 days up 
to several months. 

There are no proposed or HED-recommended tolerances associated with the proposed dog spot­
on and cattle and poultry operation and horse barn uses ofnovaluron. 

Hazard Assessment: Novaluron has low acute toxicity via the oral (Toxicity Category lV), 
dermal (Toxicity Category III), and inhalation routes (Toxicity Category IV). No ocular 
(Toxicity Category IV) or dermal irritation (Toxicity Category IV) was noted. Novalumn is not 
a dermal sensitizer. In subchronic and chronic toxicity studies, nova\uron primarily produced 
hematotoxic ctfccts (toxicity to blood) such as methemoglobinemia, decreased hemoglobin, 
decreased hematocrit, and decreased red blood corpuscles (RBCs or erythrocytes) that were 
associated with compensatory erythropoiesis. No maternal and/or developmental loxicity was 
observed in animals tested up to the limit dose in either the rat or the mbbit developmental 
toxicity studies. In the two-generation reproductive toxicity study, increased spleen weights 
were observed in parents and offspring at the same dose, and reproductive toxicity was observed 
in males Only at a higher dose. Neurotoxic effects, including clinical signs, changes in 
functional-observation baltery (FOB) parameters, and neuropathology were observed following a 
single dose at the limit dose only (2000 mg/kg/day) in the acute neurotoxicity study in rats. 
However, no signs of neurotoxicity or neuropathology were observed following repeated dosing 
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in the subchronic neurotoxicity study in rats at similar doses, no evidence of neuropathology was 
observed in subchronic and chronic toxicity studies in rats, mice, or dogs, and novaluron is not 
considered acutely toxic (LD50 >5000 mg!kg). Therefore, RABl toxicologists reaffirmed the 
HED Hazard identification Assessment Review Committee (l·liARC) conclusion that there is not 
a concern for neurotoxicity resulting from exposure to novaluron. Potential signs of 
immunotoxicity occurred at twice the limit dose and consisted only of a decreased anti-sheep red 
blood cell (SRBC) response in female rats. There was no evidence of either carcinogenic or 
gcnotoxic potential and novaluron has been classified as "not likely to be carcinogenic to 
humans" based on the lack of evidence for carcinogenicity in mice and rats. 

Consistent with previous risk assessments for novaluron (Memo, J. Van Alstine, et al., 15-MA Y-
2013; 0400705; Memo, L. Venkateshwara, et al., 15-SEP-20ll; 0377471; Memo, J. Van 
Alstine, et al., 23-FEB-2010; 0364307), the novaluron risk assessment team recommends that 
the lOX Food Quality Protection Act Safety Factor (FQPA SF) be reduced to IX for all exposure 
scenarios, as discussed in Section 4.4. 

Exposure/Risk Assessment Clwracterization: The proposed uses do not impact the dietary 
exposure assessment; however, the details from a recent dietary exposure assessment have been 
included since food and drinking water exposures contribute to the aggregate assessment. An 
acute dietary assessment was not conducted for novaluron because an endpoint of concern 
attributabl·e to a single dose was not identified. The most recent chronic dietary exposure and 
risk assessment was conducted based on registered uses and recently proposed uses on peanuts 
and soybeans. The chronic assessment directly incorporated drinking water estimates. 
Assumptions !Or the chronic dietary assessment inch1ded average tield trial residues, tolcrancc­
lcvel residues for proposed commodities, anticipated residues (ARs) for meat, milk, hog, and 
poultry commodities, average percent crop treated (PCT) data for apples, cabbage, cauliflower, 
cotton, pears, potatoes, strawberries, and tomatoes, and percent crop treated for new use (PCTn) 
data for grain sorghum and sweet corn. For the remaining food commodities, 100% crop treated 
(CT) was assumed. The registered food handling usc was also incorporated into the dietary 
assessment. Empirical processing factors for apple juice (translated to pear and stone fruit juice), 
cottonseed oil, dried plums, and tomato paste and puree, and DEEM (ver. 7.81) default 
processing factors for the remaining processed commodities were also used. All exposure and 
risk estimates were not of concern. A cancer dietary assessment was not conducted because 
novaluron is classili.cd as "not likely to be carcinogenic to humans." 

The proposed dog spot-on product is anticipated to result in short-, intermediate-, and long-term 
residential. exposures. In addition, there are registered residential indoor uses for novaluron that 
were assessed previously. The proposed use in cattle and poultry operations and horse barns is 
not expected to result in residential exposures based on the proposed use pattern. The non­
occupational (residential) usc of the proposed dog spot-on product is anticipated to result in 
dermal exposures for adult handlers. In addition, residential post-application dermal exposures 
are expected for adults and children I to <2 years old, and incidental oral exposures for children 
I to <2 years old. A dermal endpoint was not selected for any exposure duration; therefore, 
q11antitative dermal assessments were not conducted. In addition, based on the proposed spot-on 
use and the vapor pressure fOr novaluron, inhalation exposure is considered negligible for all 
exposure durations; therefore, only incidental oral exposures/risk estimates were assessed for the 
proposed product. All children incidental oral post-application risk estimates for all durations of 
exposure to treated pets resulted in margins of exposure (MOEs) greater than 100 and are not of 
concern to HED. In addition, all shmi-term residential handler and post-application scenarios 
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previously assessed for the registered indoor uses res11lted in MOEs greater than I 00 and arc not 
of concem to l-IED. 

For the proposed and registered uses, human-health aggregate risk assessments have heen 
conducted for short- and intennediatc-term aggregate exposure (food+ drinking water+ 
residential) scenarios. Even though there are long-tenn residential exposures from the proposed 
dog spot-on use, the intermediate-term aggregate assessment is protective of chronic aggregate 
exposure since there is no progression of effects in the database, and there is only one point of 
departure (POD) for all durations of incidental oral exposure. An acute aggregate assessment 
was not conducted for novaluron because an endpoint of concern attributable to a single dose 
was not identified. A cancer aggregate risk assessment was not perfom1ed because novaluron 
was classified as "not likely to be carcinogenic to humans." All potential exposure pathways 
\Vere assessed in the aggregate risk assessment as a conservative, health-protective measure. No 
aggregate risk estimates exceed HED's level of concern (LOC) for the scenarios listed above. 

There is the potential for occupational exposures of veterinarians, veterinary assistants, and 
groomers as a result of the proposed spot-on product to dogs; however, since dermal PODs were 
not selected for any exposure duration, dermal exposures were not quantitatively assessed. In 
addition, occupational inhalation exposure from application of the spot-on product is considered 
to be negligible and was not quantitatively assessed. A quantitative assessment of occupational 
post-application exposure from the proposed novaluron spot-on product was also not conducted 
since occupational post-application activities are expected to be significantly less than residential 
post-application exposures. 

Based on the proposed use in cattle and poultry operations and horse barns, occupational handler 
exposure is expected to occur for short- and intermediate-term durations to novaluron during 
loading, applying, and other handling activities. Since de1·ma! PODs were not selected for any 
exposure duration, dermal exposures were no! quantitatively assessed. The occupational handler 
short- and intenncdiatc-tcrm non-cancer inhalation exposure risk estimates are not of concern to 
HED with baseline attire for all loader/applicator scenarios. No personal-protective equipment 
(PPE), except gloves, was recommended on the label. There are no site-specific post-application 
activities performed by workers after treating cattle operations, horse barns, and poultry 
operations with novaluron; therefore, a quantitative post-application exposure assessment was 
no! performed. 

This risk assessment relies in part on data from studies in which adult human subjects were 
intentionally exposed to a pesticide or other chemical. Please refer to Appendix C for a 
discussion of the human study data used in this risk assessment. 

2.0 HED Recommendations 

Provided that CSI updates its registration request to indicate that the use in canle and poultry 
operations is a food use, there are no chemistry, residential, occupational, or toxicology data 
deficiencies at this time for either registration request. 

2.f Tolerance Considerations 

2.1.1 Recommended Tolerances 
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Tolerances are not required for the proposed dog spot-on usc. Although the proposed use in 
cattle and poultry operations and horse barns may result in exposure to livestock, this exposure is 
anticipated to be insignificant when compared to the exposure resulting from the currently 
registered uses. Therefore, revised livestock tolerances are not required. Additionally, crops are 
not likely to have quantifiable residues due to the application ofnovaluron-trcatcd manure to 
fields, so tolerances !Or indirect or inadvertent residues are not required as a result of the 
proposed usc. 

2.1.2 International Harmonization 

Since there are no proposed or l·lED-recommendcd tolerances, harmonization is not an issue for 
these registration requests. 

2.2 Label Recomrnendntions 

The proposed labels are adequate to allow evaluation of the residue data relative to the proposed 
new spot-on uses on dogs and use in cattle and poultry operations and horse barns to control 
stable flies and litter beetles. No label updates arc required at this time. 

3.0 Introduction 

3.1 Chcmicalldcntity 

Table 3. t. Nova luran Nomenelat urc. 

~ "' 1-1 H 

Chemical slructure Ni('C(CI F 
F o o I -"' 1Yo, 

0 CF] 
r 

F 

Common name Novaluron 

!UPAC name 
1-[3-chloro-4-( I, I ,2-tritluoro-2-tri tluoromethoxyethoxy)phenyl]-3-[2,6-
di tluorobenzoyl] urea 

CAS name 
N-[J [3-eh loro-4-11, I ,2-1 ritluoro-2-
(tri fluoromet hoxy )elhoxy ]phcny I] amino ]carbon y I]· 2,6-ditluorobcnzam ide 

CAS registry number 116714-46-6 

End-usc prodllcls (EPs) 
CSl Fipronil + Novaluron (EPA Reg. No. 53883-NEW; 20% novaluron); 
Novaluron® 0.20 {EPA Reg. No. 53883-xxx; 0.2% novaluron) 

3.2 PhysicalJChcmical Characteristics 

Novaluron, a bcnzoylphcnyl urea compound, is a pesticide chemical belonging to the class of 
insecticides called IGRs. lGRs kill the insects over a period of a few days by disrupting the 
normal grov.1h and development of immature insects. Novaluron acts as an insecticide mainly 
by ingestion, but has some contact activity. It has a low vapor pressure (1.2 x 10·7 mm Hg) and 
appears to be immobile in soils according to the McCall classification (McCall eta!., 1980). A 
table of the physicochemical properties can be fmmd in Appendix B. 
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3.3 Pesticide Use Pattern 

CSI has submitted a draft label for CSl Fipronil + Novaluron (EPA Reg. No. 53883~NEW) to 
include the proposed new spot~on uses (Table 3.3."1) on dogs and a draft label for Novaluron·w 
0.2G (EPA Reg. No. 53883-xxx) to include the proposed new use in cattle and poultry operations 
and horse barns to control stable flies and litter beetles (Table 3.3.2). 

Tolerances arc not required based on the proposed new uses. Additionally, the proposed cattle 
and poultry operation and horse barn uses arc not expected to contribute to livestock dietary 
burdens, so revised livestock tolerances are not required. Tolerances for residues ofnovaluron 
arc established under 40 CFR §180.598 in/on a wide variety of crops at levels ranging fbm 0.05 
to 50 ppm. Tolerances for residues of novaluron are also established in/on the following 
livestock commodities: eggs, milk, milk fat, and the meat, fat, kidney, liver, and meat 
by products (except kidney and liver) of cattle, goat, horse, sheep, poultry, and hog. 
Additionally, novaluron is registered for use in food and feed handling establishments, and a 
tolerance of 0.0 I ppm has been established for residues in/on food and feed commodities other 
than those covered by a higher tolerance as a result of usc on growing crops. A time-limited 
tolerance of0.50 ppm for residues ofnovaluron in/on strawberry that expired on 31-DEC-2011 
is included in 40 CFR § 180.598(b), HED has recommended that this tolerance be deleted since 
it is expired and superseded by the established tolerance of0.45 ppm for residues ofnovaluron 
in/on berry, low growing, subgroup 13-07G, except lowbush blueberry. 

~· Summary Or PrOfitlsCtl Use DireclitJns for the Nova~on S 10t-On Usc.-·----
--

Table 3.3.L 

EP,\ Reg. Nn. Usc Site I Application Rate 
Use Restrictions I . (ner dol!\ 

0.67 ml (0.023 fl. oz applicatnr For control of fleas and ticks un dogs and 
Small dngs up to 22 lt>s lube} puppies 8 weeks or age and older. Du nm usc 

' 0.14 nw. ai/trcatmcnt on puppies under S L\·eeb in tl_ge. Usc entire 
Medium dogs from 23 

1.34 ml (0.045 fl. oz applicmor cuments of tube on cacl1 dug. 
to 44 Jb:; 

tube) Monthly tipplicmion i~ recommended for 
0.28 mg ai/treatment effective control of fleas and licks and 10 prcv<'nl 

53883-:-iE\V 
Jmcrmediale dup !'rom 

2.68 ml (0.091 11. oz applicmor inl"cstalion. 
lubes) Do not re~pply for 30 days (4 weeks). 

<15 10 88 lbs 
0.567 mg aiftrcatment t\pply as a spot-on to 1he dog's back between 1hc 

4.02 ml {0.136 fl. oz applicator ;lwuldcr blades from the hack of the neck to a 
Large dogs from 89 to 

tubes} point midway between 1he neck and I nil. 
132 lbs 

0.85 mg ai/tre:~lment no no I usc multiple tnt>es on one dog. 

Tnble 3.3.2. Summnry of Pro1wscd Usg Directions for Usc in Cattle and Poultry Operations and Horse Hams. 

JEPA l'ilc Use 
AJIJil. 

Max. I Max. 
Symbol I. Nmne, Siles and 

Method & 
Single Seasonal I'll\ 

Usc Directious and Limhntiuns 1 
anil Fonl!Uia AJ!plication AJipl. Rllte :\J!pl. Rate (df!ys) 

Typ~ Timin• 
Timing 

Jb ni/A)2 Jh aifAl 

0.8 
Apply direclly lo stable fly breeding 

Cattle 
(0.00002 Jb si1es such as stray around bales or in 

I 
Operations 

\land aitn") stay around dairy barns and all other 

Dispcr;al, premise areas where ~table llies hrccd. 
153883-xxxJ, TrcHllhe entire nmnurc area 
Novaluron10 Belly 

1.6 appn;1ximmely one week after manure 
0.20, Granuks 

Poultry Grinder, ' {0.0000,1 lb 
Not 

NA rcmov~l. Repeal lrealmcnl al\cr each 
0.2% novaluron 

Opcm1ions Cup, ai/fll} provided 
' removal or w!1cn beetle larvae arc Rotary ' (ai} 

Spreader. ! round. 

Spoon 0., Treat I he emirc arc~ ~pproximalcly I 

llorse Barns (0.00002 Jb week alkr manure removal. Repcm 

aifft2
) 

trcatmcnlnfler each removal or when 
bcctk Jmvae ~rc round. 

The folio,,. , , ' \ mg n:stn~lwns arc mclndcd on the dran label. 
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a) Do not apply Novaluron~ 0.20 directly to lives10ek or livestock feed as illegal residues may result. 
b) Do nol ked manllre trealed with Novaluron* 0.2010 animals. 
c) To avoid illegal r~siducs, nil ow I day (24 hnurs) betwc~n las I application and slaughler. 
d) Manure lrcalcd with Novaluron® 0.2G may be used as n S<lil fertilizer suppkment. Do not apply more than4 Ions of 

manmc treated with Novalurun~> 0.20 per acre po:r ycnr_ Oo no1 apply 1rea1cd manure lo small grain crops that will be 
harvested or gmzcd, or illegal ro:siducs mny result. 

1 1b aifl(l provided by CSI in MR\0 ·19085601 

3.4 Anticipated Exposure Pnthways 

RD has req11estcd an assessment of human-health risk to support the CSI-proposed new uses of 
novaluron as a dog spot-on and to control stable flies and litter beetles in cattle and poultry 
operations and horse barns. Humans may be exposed to novaluron in food and drinking water, 
since novaluron may be applied directly to growing crops and application may result in 
novaluron reaching surface and ground water sources of drinking water. Adults and children 
may be exposed to novaluron in residential settings due to the proposed and registered uses. In 
an occupational setting, applicators may be exposed while handling the pesticide prior to 
application, as well as during application. 

This risk assessment considers all of the aforementioned exposure pathways based on the 
proposed new uses ofnovaluron, but also considers the existing registered uses for the dietary 
and residential exposure assessments. 

3.5 Consideration of Environmcntal.Justicc 

Potential areas of environmental justice concerns, to the extent possible, were considered in this 
human heal!h risk assessment, in accordance with U.S. Executive Order 12898, "Federal Actions 
to Address Environmental Justice in Minority Populations and Low-Income Populations," 
(htlp:l/www.hss.cnergy.gov/nuclearsafety/env/guidance/justicc/co 12898.pd1). As a part of every 
pesticide risk assessment, OPP considers u large variety of consumer subgroups according to 
well-established procedures. In line with OPP policy, HED estimates risks to population 
subgroups from pesticide exposures that are based on patterns of that subgroup's food and water 
consumption, and activities in and around the home that involve pesticide lise in a residential 
setting. Extensive data on food consumption patterns are compiled by the U.S. Department of 
Agricullure (USDA) under the National Health and Nutrition Examination Survey, What We Eat 
in America, (NHANES/WWEIA; 2003-2008) and arc used in pesticide risk assessments for all 
registered food uses of a pesticide. These data are analy.led and categorized by subgroups based 
on age, season of the year, etlmic group, and region of the country. Additionally, OPP is able to 
assess dietary exposure to smaller, specialized subgroups and exposure assessments arc 
performed when conditions or circumstances warrant. Whenever appropriate, non-dietary 
exposures based on home usc of pesticide products and associated risks for adult applicators and 
for toddlers, youths, and adults entering or playing on treated areas post-application are 
evaluated. Further considerations are currently in development as OPP has committed resources 
and expertise to the development of specialized software and models that consider exposure to 
byslandcrs and farm workers as well as lifestyle and traditional dietary patterns among specific 
subgroups. 

4.0 Hazard Characterization and Dose-Response Assessment 

4.1 Toxicology Studies Available for Analysis 
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The hazard database for novaluron is adequate for risk assessment On March 15,2012, the 
Hazard and Science Policy Council (HASPOC) concluded, based on a weight-of-evidence 
(WOE) approach, that a subchronic inhalation toxicity study was not required (TXR# 0052351 ). 
This approach considered all of the available hazard and exposure information for novaluron. 
However, this study may be necessary to support future uses. Additionally, a guideline 
immunotoxicity study has been submitted and reviewed by the Agency (MRlD 48690 l 05). 

4.2 Absorption, Distribution, Metabolism, and Excretion (ADME) 

Novalmon exhibited marginal oral absorption (16-18%), and absorption appeared to be saturated 
for the high dose. Peak plasma concentrations occurred at 2-5 hours. The most prevalent urinary 
metabolite was 2, 6-dif1uorobenzoic acid. Other components individually represented no more 
than 5.9% of the dose and most represented considerably Jess than 1%. Quantitatively, fecal 
metabolites accounted for <2% of the dose. In the repeated-dose group, some tissues such as fat 
contained measurable radioactivity at 168 hours post dose, but did not appear to suggest 
significant potential for bioaccumulation or sequestration at the doses tested. Biliary 
contribution for fecal excretion appears to be insignificant. Excretion was relatively rapid and 
was complete within 48 hours primarily via the feces and to a lesser extent via urine in rat 

4.3 Toxicological Effects 

Novaluron was categorized as having low acute toxicity via the oral (Toxicity Category lV), 
dermal (Toxicity Category Ill) and inhalation routes {Toxicity Category IV). No ocular 
(Toxicity Category IV) or dermal irritation (Toxicity Category IV) was noted. Novaluron is not 
a dermal sensitizer. 

ln subchronic and chronic toxicity studies, novaluron's primary enects were on the 
hematopoietic system. These effects do not appear to worsen with time, and included 
methemoglobinemia, decreased hemoglobin, decreased hematocrit, decreased RBCs (or 
erythrocytes), and increased retic11locyte counts that were associated with compensatory 
erythropoiesis. Increased spleen weights and/or hemosiderosis in the spleen were considered to 
be due to enhanced removal of damaged erythrocytes and not to a direct immunotoxic effect 

There was no maternal or developmental toxicity seen in the rat and rabbit developmental 
toxicity studies up to the limit doses. In the two-generation reproductive toxicity study in rats, 
both parental and offspring toxicity (increased spleen weights) were observed at the same dose. 
Reproductive toxicity (decreases in epididymal sperm counts and increased age at preputial 
separation in the F1 generation) was observed at a higher dose than the increased spleen weights 
and were consistent with the primary effects in the database. 

There were no adverse effects observed in the 28-day detmal study in rats up to the limit dose. 

Clinical signs of neurotoxicity (piloerection, irregular breathing), changes in functional 
observational battery parameters (increased head swaying, abnormal gait), and neuropathology 
(sciatic and tibial nerve degeneration) were seen in the rat ac1He nemotoxicity study at the limit 
dose. However, no signs of neurotoxicity or neuropathology were observed in the subchronic 
neurotoxicity study in rats at similar doses or in any other subchronic or chronic toxicity study in 
rats, mice, or dogs. 
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In the submitted immunotoxicity study, the only sign of potential immunotoxicity for novaluron 
was a decreased anti-SRBC response at twice the limit dose in female rats. 

There was no evidence of carcinogenic potential in either the rat or the mouse carcinogenicity 
studies. There was no concern for genotoxicity or mutagenicity. Therefore, novaluron was 
classified as "not likely to be carcinogenic to humans.'' 

4.4 Safety Factor for Infants and Children (FQPA Safety Factor) 

The RABI risk assessment team concluded that the FQPA SF could be reduced to IX based on 
the following considerations 011tlined in more detail in the sections below: I) the toxicology 
database for novaluron is adequate for risk assessment; 2) novaluron is not considered 
neurotoxic; 3) there is no evidence of increased susceptibility; and 4) the exposure databases arc 
sufficient and are unlikely to underestimate exposure. 

4.4.1 Completeness of the Toxicology Database 

The toxicology database lOr novahrron is adequate for quantification of risk for dietary, 
residential, and occupationalliSes and FQPA SF evaluation. The following acceptable studies 
arc available for evaluation: developmental toxicity studies in rats and rabbits, a two-generation 
reprod11ction study in rats, and acute and subchronic neurotoxicity studies in rats. 

4.4.2 Evidence of Neurotoxicity 

Acute and subchronic neurotoxicity screening batteries were performed with novalmon in rats. 
Novaluron is not considered neurotoxic, since effects observed in the acute neurotoxicity study 
were observed at the limit dose only and were not reprod11ced at similar, repeated doses in the 
subchronic neurotoxicity study. In addition, no evidence ofnemopathology was observed in 
Slibchronic and chronic toxicity studies in rats, mice, or dogs. 

4.4.3 Evidence of Sensitivity/Susceptibility in the Developing or Young Animal 

There is no evidence of increased susceptibility in the rat or rabbit developmental toxicity studies 
up to the limit dose or in the two-generation reproduction study in rats. There are low concerns 
and resid11al uncertainties for pre- and/or postnatal toxicity. 

4.4.4 Residual Uncertainty in the Exposure Database 

The most recent chronic dietary food exposure assessment utilized average field trial residues, 
tolerance-level residues for proposed commodities, ARs for meat, milk, hog, and poultry 
commodities, average PCT data for apples, cabbage, cauliflower, cotton, pears, potatoes, 
strawberries, and tomatoes, and PCTn data for grain sorghum and sweet com. For the remaining 
food commodities, I 00% CT was assumed. Empirical processing factors for apple juice 
(translated to pear and stone fruit juice), cottonseed oil, dried plums, and tomato paste and puree, 
and DEEM (vcr. 7.81) deffmlt processing factors for the remaining processed commodities were 
also used. The registered food handling use was also incorporated into the dietary assessment. 
All exposure and risk estimates were not of concern. 

The dietary drinking water assessment utilized water concentration values generated by the Tier 
II Pesticide Root Zone Model/Exposure Analysis Modeling System (PRZM/EXAMS) model and 
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the Tier 1 FQPA Index Reservoir Screening Tool (FIRST) model. The resulting screening· level 
estimated drinking water concentrations (EDWCs) provide conservative, health·protcctivc, high· 
end estimates of water concentrations which will not likely be exceeded. 

The residential handler and post·application exposure assessments are based upon the residential 
Standard Operating Procedures (SOPs). The residential SOPs are based upon reasonable worst· 
case assumptions and arc not expected to underestimate risk. These assessments of exposure arc 
not likely to underestimate the resulting estimates of risk from exposure to novaluron. 

4.5 Toxicity Endpoint and Point of Departure Selections 

4.5.1 Dose-Response Assessment 

Acute Dietary Endpoint: The acute reference dose (aRID) for the general U.S. population, 
including infants and children, was not established since an endpoint of conccm attributable to a 
single dose was not identified. In the acute neurotoxicity study, nelll'otoxic signs and 
neuropathology were seen only at 2000 mg/kg (limit dose) with a relatively high no-observed 
adverse-effect level (NOAEL; 650 mglkg) and no developmental toxicity was seen at the limit 
dose in either rat or rabbit pre·natal developmental toxicity studies. 

Chronic Dietary Endpoint: The chronic reference dose (cRtD) of 0.011 mg/kg/day was 
detennincd on the basis of the chronic/carcinogenicity study in rats. The lowest-observed 
adverse-effect level (LOAEL) of 30.6 mg/kg!day is based on evidence of erythrocyte damage 
and turnover resulting in a regenerative anemia. This study provides the most protective point of 
departure in the hazard database with a NOAEL of 1.1 mg/kg/day. A total uncertainty factor 
(UF) of IOOX (lOX for interspecies extrapolation, lOX fOr intra species variability, and a I X 
FQPA SF) was applied to the NOAEL of 1.1 mg/kg/day. Therefore, the cPAD is 0.011 
mg/kg/day. This study is appropriate for the duration of exposure and is protective of the general 
U.S. population. 

Incidental Oral Endpoint.rfOr All Durations: The point of departure chosen for all incidental 
oral scenario durations is based on the NOAEL of 4.38 mg/kg/day from the 90-day feeding study 
in rats. The LOAEL is 8.64 mg/kg/day based upon clinical chemical effects (decreased 
hemoglobin, hematocrit, and RBC counts) and changes in histopathology (increased 
hematopoiesis and hemosiderosis in spleen and liver). The LOC is 1 00 (I OX for intcrspecies 
extrapolation and I OX for intra species variability and an FQPA SF of IX). This study is 
protective of the offspring effects observed in the two-generation reproductive study and is thus 
protective of infants and children in residential settings. 

Dermal End;wint.for All Durations: No adverse dermal or systemic cflCcts were observed in the 
28-day dennal study in rats; therefore, a short-term dermal endpoint was not selected. The 
dermal study specifically looked for blood efl'ects, the target for novaluron, and there were no 
treatment related effects up to the limit dose. Although dermal endpoints were previously 
selected for the intermediate- and long-term scenarios, the toxicity pro.tile for novaluron does not 
show progression of toxicity with increased duration. Fut1hcnnorc, there is no concern for 
susceptibility since no effCcts were observed in the developmental or reproduction toxicity 
studies in rats or rabbits, Therefore, there is no concern for any duration of dermal exposure and 
no dermal endpoints are required. 
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lnhala!ion Endpoin!sfor All Durations: Similar to the incidental oral endpoint, the POD chosen 
for all inhalation scenario durations is based on the NOAEL of 4.38 mg/kg/day from the 90-day 
feeding study in rats. The LOAEL is 8.64 mg/kg/day based upon clinical chemical effects 
(decreased hemoglobin, hematocrit, and RBC counts) and changes in histopathology (increased 
hematopoiesis and hemosiderosis in spleen and liver). The LOC for residential and occupational 
exposures are for MOEs <1 00 (similar to the intermediate-term dermal endpoint). This study is 
protective of children and adults in residential settings, as well as workers in occupational 
settings. 

4.5.2 Recommendation for Combining Routes of Exposures for Risk Assessment 

Based upon common effects and the usc of an oral 90-day study in rats for d1e incidental oral and 
inhalation routes, these exposures can be combined for all residential scenarios for all durations. 
Since there are no dermal endpoints for novaluron, dermal exposures do not need to be combined 
with inhalation exposures for residential and occupational assessments. 

4.5.3 Cancer Classification and Risk Assessment Recommendntion 

In accordance with the EPA Draft Guidelines for Carcinogen Risk Assessment (July 1999), 
novaluron is classified as "not likely to be carcinogenic to humans" based on the lack of 
evidence for carcinogenicity in mice and rats (TXR# 0052361 ). 

4.5.4 Summary of Points of Departure and Toxicity Endpoints Used in Human Risk 
Assessment 

Table 4.5.4.1. Slllllffillry ofToxicolugical Doses and Endpoinls for No\'aiul'on for Usc in Dict:1ry :md Non-
Occunation:ll Hunllln-Hcalth Risk Assessments. 

' Rill, PAD, 
Exposure/ Poiut of Uncertninly/FQP A LOC fur Study and Toxicologic111 Effects 
Scenario Dcpn l'tll rc Safety Factors Risk 

__ L Assessment 
Acute DicJary 
(General 

An endpoinJ of concern attribuJable Jo a 
Population, 

None None None single dose was not identified. An aculc 
including 

RID was not esJablishcd. 
lnfanls and 
Children) 

Chronic RID Combined chronic 
Chronic NOAEL= VFA=< lOX =< 0.011 toxicity/carcinogenicity feeding in rat 
Dielary (All 1.1 VFu =lOX mgfkglday LOAEL = 30.6 mglkg/day based on 
Populutions) mg/kg/day FQPA Sf= IX cPAD=<O.OJI cryJhrocytc damage resuliing in a 

mo/kg/doy comncnsatorv rc •cncra(ive anemia. 
90-day feeding study in rat 

Incidental NOAEL= UFA= lOX Rcsidcnlial 
LOAEL = 8.64 mg/kg/day bnsed on 
clinical chemistry (decreased hemoglobin, 

Oral, All 4.38 UFu = lOX LOC for hematocrit, and RBC counls) and 
Dural ions mglkg/day PQPA Sf= IX MOE <100 

hisiopalhology (increased hematopo~i~~is 
and hemosiderosis in spleen and l1ver . 
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Table 4.5.4, 1. SllmmHl")' of Toxicological Doses aud Elldtloiuls fo1· Novalnron for Usc ill Dietary Ulld Non~ 
Oeenpational HttllHut~He.1lih Risk Assessments. 

I Rm,PAD, 
Exposure/ 

I 
Pntut of Uncet·tatnty/FQP A LOC for 

Study and Toxit.,loglcal Efft'Ct~· 
Secmtrio Dcparllll'e Safety Factors Risk 

Assessment 
A short~tenn dermal endpoint was not selected since tltere were no adverse dermal or systemic 
effects observed in the 28-day dcnnal study in rats. The dermal study specifically looked for 
blood effects, the target for novaluron, and there were no treatment related effects up to the limit 

Dermal, All dose. Although dermal endpoints were previously selected for the illlermediate~ and long-term 
Durations scenarios, the toxicity profile for novaluron does not show progressiou of toxicity with increased 

I 
duration. Furthermore, there is no concern lOr susceptibility since no effects were observed in the 
developmental or rcproductiou toxicity studies in rats or rabbil~. Therefore, there is no cDnccm 
tOr any duration of dermal exposure and no dermal end oinls arc required. 
NOAEL 90~day feeding study in rat 
4.38 LOAEL = 8.64 mglkgfday based on 

Inhalation, All 
mg!kglday UFA = lOX Residential clinical chemistry (decreased hemoglobin, 

Durations I 
(inhalation- UFtt"'lOX LOC for hematocrit, and RBC counts) and 
absorption FQPA SF= IX MOE <!00 hislopalltology (increased hematopoiesis 
rate"' and hemosiderosis in splecll and liver). 
!00%) 

Cancer (oral, 
dermal, Classification: Not likely to be carcinogenic to humaus. 
inhalatioll) 
Pomt of departure--- A data pomt or an CSttmatcd pomt that IS denvcd from observed dose-response data and used to 
mark the beginning of extrapolation to determine risk associated with lower environmentally relevant human 
exposures. NOAEL = no-observed adverse-effect level. LOAEL = lowesl-obscrvcd adverse-effect level. U F::: 
uncertainty factor. UfA = extmpolatiou from animal to human (intcrspccics). UF11 =potential variation in 
sensitivity 3.mong members of the human population (inlraspecies). FQPA SF= FQPA Safety Factor. PAD= 
poptllation-adjustcd dose (c = cht·onic). RfD "'reference dose. LOC = level of conccnL MOE"' margin of 
exposure. 

--
Table 4.5.4.2. Suntnutry ofToxicolDgical Doses and Eudpoints for Novnluron fot· Usc in Ocenp:llinnal 
Hulllan-Hcrtlth Rlsk Assessments. 

I Point of I Unccrtuintv/FQPA 
' 

Exposllrc/ 
Rm1 PAD, 

1 
LOC for 1 Study am! Toxicologicul Effects 

Secn:1rio 1 Departure i Sllfctv r<;clors Risk 
I I - Asscssutcnl 

A short-term dermal endpoint was not selected since there were no adverse dennal or systemic 
effects observed in the 28-day dcnnal study in rats. The demtal study specifically looked for 
blood effects, the target for novaluron, and there were 110 treatment related effects up to the limit 

Dermal, All dose. Although dermal endpoints were previously selected for the intcnncdiate- and long-term 
Durations scenarios, the toxicity profile for novaluron docs not show progression of toxicity with iucreascd 

duration. Futthermorc, there is no cnncem for susceptibility since no effects were observed in the 
developmental or reprOd\JCtion toxicity studies in rats or rabbits. Therefore, there is no concern 
for anY duration of dermal exposure and no dennal end oit1ts arc required. 
NOAEL 90-day feeding study in rat 
4.38 LOAEL"' 8.64 mg/kg/day based on 

lnhalatioll, All 
mglkg/day 

UFA =lOX 
Occupational clinical chemistry (decreased hemoglobin, 

Durations 
(inhalation-

UFn =lOX 
LOC for hematocrit, and R8C counts) and 

absorption MOE<lOO histopathology (increased ltetnatopoicsis 
rate"' and hemosiderosis in spleen and liver). 
\00%) 

Cancer (oral, 
dennal, Classification: Not likely to be carcinogenic to humans. 
inhalation) , -I Olllt of deparn1re A data pomt 01 an esumated pomllhal IS denvcd from observed dose-response data and used to 
mark the beginning of extrapolation to determine risk associated with lower environmentally relevant human 
exposures. NOAEL =no-observed adverse-effect level. LOAEL =lowest-observed adverse-effect level. UF"' 
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uncertainty faetor. UF" extrapolation from animal to human (imerspeeies). UFu potential variation in 
sensitivity among members of the human population (intraspecies). MOE= margin of exposure. LOC =level of 
concern. 

5.0 Dietary Exposure and Risk Assessment 

5.1 Food Residue Profile 

An overview of the residues of concern can be found in the previous risk assessment (Memo, J. 
Van Alstine, el a!., 15-MA Y-20 13). 

No new residue chemistry data were submitted for the use ofnovaluron in cattle and poultry 
operations and horse barns to control stable flies and litter beetles. The registration request 
originally came in as a non-food use. ll1e request was brought to the Science Advisory Council 
for Chemistry (ChemSAC), and the ChemSAC dctcnnined that the proposed use is a food use; 
however, rotational crop studies and agricultural premise use studies in cattle and poultry are not 
required at this time (ChcmSAC Minutes 24-APR-2013). 

The proposed usc is considered a food use for the following reasons: I) livestock may be 
exposed to novaluron based on the proposed use pattem; and 2) novaluron-treated manure may 
be spread on fields where food crops arc grown. Although the proposed use is a food use, 
agricultural premise use studies in cattle and poultry, as per Guideline 860.1480, are not required 
at this time for the foilowing reasons; I) the established meat, milk, poultry, and egg tolerances 
are based on reasonably balanced dietary burdens (RBDBs) of 16.9 ppm for beef cattle, 11.9 
ppm for dairy cattle, 2.4 ppm for poultry, and 2.5 ppm for swine, and the proposed uses to 
control stable flies and litter beetles are not expected to contribute significantly to the livestock 
dietary burdens; and 2) given the proposed application instructions and product formulation 
(granular), livestock dermal exposure to novaluron is expected to be insignificant from the 
proposed use. Additionally, a rotational crop study, per Guideline 860.1850, that simulates the 
maximum amount of manure that can be applied to a field is also not required at this time forthc 
following reasons; I) crops arc not likely to have quantifiable residues due to the application of 
novaluron-trcated manure to fields; 2) the available rotational crop field trials indicate that 
residues arc not likely to be taken up and the plant metabolism studies indicate that novaluron is 
not readily translocated through leaves; 3) novaluron has a fairly short half-life; and 4) using a 
conservative calculation, the "application rate" of novaluron was calculated to be 0.053 lb ail A 
due to the use of treated manure on fields. This "application rate" is below the limited field 
rotational crop study application rate of0.24lb ai/A (equivalent to 4.5X) that resulted in residues 
<0.05 ppm, and the confmed rotational crop study application rate of 0.089 lb ail A (equivalent to 
1.7X) that resulted in residues <0.005 ppm. 

Since the proposed uses in cattle and poultry operations and horse barns are not expected to 
result in significant livestock dietary or dennal exposures in comparison to the residues resulting 
from the currently registered uses, revised livestock tolerances are not required. Additionally, 
crops are not likely to have quantifiable residues due to the application ofnovaluron-treated 
manure to fields. so tolerances for indirect or inadvertent residues arc not required. 

Novaluron is registered for use in food- and feed-handling establishments, including uses in 
residential and commercial buildings and structures and their immediate surroundings, and on 
modes of transportation. This usc was assessed in a 20 l I risk assessment and a tolerance was 
established for residues of novaluron inion food and feed commodities other than those covered 
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by a higher tolerance as a result of use on growing crops a\ 0.01 ppm (Memo, L. Venkateshwara, 
eta!., 15-SEP-2011; D377471). This usc has been incorporated inlo the dietary exposure 
assessment. 

5.2 Dietary Risk Assessment 

5.2.1 Description of Residue Data Used in Dietary Assessment 

The proposed uses did not result in changes to the most recent dietary exposure assessment 
(Memo, J. Van Alstine, 0401262; 15-MAY-2013); however, for the purposes of the aggregate 
assessment, this information has been included in this risk assessment. A partially refined 
chronic dietary-exposure (food plus water) and risk assessment was recently conducted using 
DEEM-fCID, Version 3.16, which uses food consumption data from the USDA's 
NI-JANES/WWEIA survey from 2003 through 2008. The assessment was performed for the 
general U.S. population and all population subgroups. The chronic analysis incorporated 
recently updated average PCT and PCTn data. ARs for meat, milk, hog, and poultry 
conunoditics were calculated using average field trial residues, PCTn and PCT data, and 100% 
CT for some commodities. The chronic analysis also incorporated average field trial residues, 
tolerance-level residues for the proposed commodities, average greenhouse trial residues for 
tomatoes, and half-LOQ residues for food commodities other than those covered by a higher 
tolerance as a result of use on growing crops from the registered use in food and feed handling 
establishments. Additionally, empirical processing factors for apple juice (translated to pear and 
stone fruit juice), cottonseed oil, dried plums, and tomato paste and puree, and DEEM ( vcr. 7 .81) 
default processing factors for the remaining processed commodities, where provided were 
incorporated. Drinking water estimates \.VCrc provided by EFEO in the following memorandum: 
"Drinking Water Assessment in Support of the New Usc ofNovaluron in Peanuts and Soybeans" 
(H. Zhong, 27-AUG-20 12; 0402324). The combined surface water EDWC value for novaluron, 
chlorophcnyl urea, and chloroauiline ( 4.086 ppb) was directly incorporated into the assessment. 

5.2.2 Percent Crop Treated Used in Dietary Assessment 

A Screening Level Usage Analysis (SLUA) memorandum entitled, "Usage Report Package in 
Support QfNovaluron (124002), BEAN DP# 407102" (C. Doucoure, 05-DEC-2012) and a PCTn 
memorandum entitled, "Update of Percent Crop Treated for New Use (PCTn): Novaluron 
(124002) Usc on Sorghum and Sweet Corn" (C. Doucoure, era!., 01-FEB-2013) were provided 
by BEAD. The market leader approach was used by BEAD to determine the PCTn values for 
sorghum and s \.vcet corn. 

The chronic dietary analysis incorporated average PCT data for apples (10%), cabbage (10%), 
cauliflower (<2.5%), cotton (<2.5%), pears (15%), potatoes (<2.5%), strawberries (35%), and 
tomatoes (<1%) and average PCTn data for grain sorghum (2%) and sweet corn (36%). For the 
remaining food cmnmoditics, 100% CT was assumed. Livestock dietary burdens of novaluron 
were calculated based on the proposecL'registered uses, and incorporated average field trial 
residues, PCTn data for grain sorghum (2%) and sweet corn (36%), average PCT data for apple 
(1 0%) and cotton (<2.5%), and an assumption of 100% CT for sugarcane, AGF, and cowpea 
seed. These livestock dietary burdens were used, along with average transfer coefficients, to 
calculate anticipated secondary residues for meat, milk, hog, and poultry commodities which 
were incorporated into the chronic dietary assessment. 

Page 16 of33 



76

Novaluron Human-1-lcallh Risk Assessment DP No. 404422 

5.2.3 Acute Dietary Risk Assessment 

An acute dietary assessment was not conducted for novaluron because an endpoint of concern 
attributable to a single dose was not identified. 

5.2.4 Chronic Dietary Risk Assessment 

Chronic dietary risk estimates (food and drinking water) are not of concern for the general 
population or any other population subgroup. The assessment was partially refined and the 
highest exposure and risk estimates were for the population subgroup children 1-2 years old, 
which utilized 55% of the cPAD for novaluron. The chronic exposure estimate for the general 
U.S. population utilized 14% of the cPAD. A summary table of dietary exposure and risk for 
novaluron can be fOund in Section 5.2.6. Although further refinement to !he analysis is not 
required at this time, future assessments could be refined using additional average fteld trial 
values, additional PCT data, cooking factors, and/or monitoring data. 

5.2.5 Cancer Dietary Risk Assessment 

A cancer dietary assessment was not conducted because novaluron is classified as "not likely to 
be carcinogenic to humans." 

5.2.6 Summary Table 

f.~U.: l ~. . ,w. l IU;l< foe. 

' ·~ 
PopnlnJion Suhgronp ! r. i 

,, 
'% nPAIJ %cPAD 

I 
Risk ' Exposure 

' ' ' ' I.S. I ' i I 

~· ' I I ! 
' I 

I 
I NIA N/A !l: ' N!A NIA 
~ ' 
~. f-

' ~ f-

' 
f-

' ~----wTttl the greatest exposure iShl bold.· 

6.0 Residential (Non-Occupational) Exposure/Risk Characterization 

A residential exposure assessment was provided in a T-IED memorandum dated 21-MAY-2013 
(L. Venkateshwara; 0410803). Residential handler and post-application exposures are 
anticipated from the proposed usc of the novaluron dog spot-on product. In assessing these 
exposures, the Health Effr.;cts Division's (f-lED) 2012 Standard Operating Procedures (SOP;;,) for 
Residenthil Pesricide Exposure Assessmenr: Treated Pets 1 was used. Some of the data included 
in the 2012 Treated Pet SOP arc proprietary and, thus, arc subject to the data protection 
provisions of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA). The proposed 
use lo control stable flies and litter beetles in cattle and poultry operations and horse barns will 

1 hll p:/ I ww w .cpa. go v/pcsl ic id cs/sc icncclresidcnl ia!-cxpos\.)rc-sopJ!.J.ml 
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not result in residential exposures since the product will not be applied by homeowners or by 
commercial applicators in residential settings. 

There are existing residential uses ofnovaluron that were reassessed in April2013 2 and arc 
summarized here to reflect updates to \·lED's 2012 Residential SOPs 
(http://www.cpa.gov/pcsticides/scicnce/residcntial-exposurc-sop.html) along with policy changes 
for body-weight assumptions. Novaluron is registered for both indoor and outdoor applications 
to control crickets in residential and commercial buildings and structures and their immediate 
surroundings and on modes of transportation (Memo, L. Venkateshwara, 25-JAN-2011; 
D378634). Only the indoor usc was assessed as this is believed to result in a greater risk 
potential than the outdoor perimeter treatment which is only for areas that adults and children 
would not contact regularly, such as around window frames and doors. This use results in the 
highest short-term adult and children residential exposures, and the MOEs are provided in 
Section 6.3. 

6.1 Residential Handier Exposure 

Novaluron is proposed for residential use as a spot-on for dogs. CSI Fipronil + Novaluron is 
proposed as a monthly topical solution for continuous protection against fleas, ticks, flea eggs, 
Ilea larvae (mosquitoes), and chewing lice. The spot-on product is designed to be self-contained 
as it is applied directly from the tube to the pet with the tip of the applicator used to part the pet's 
hair. 

HED uses the tem1 "handlers" to describe those individuals who are involved in the pesticide 
application process. HED believes. that there are distinct tasks related to applications and that 
exposures can vary depending on the specifics of each task. Residential handlers are addressed 
somewhat differently by HED as homeowners are assumed to complete all elements of an 
application without use of any protective equipment. 

Residential handler dermal and inhalation exposures arc expected to occur from the proposed 
novaluron spot-on product when applied to dogs; however, quantitative assessments were not 
conducted for the following reasons: I) no dennal hazard was identified; and 2) inhalation 
exposure is considered negligible for the application of spot-on products. 

6.2 Post-Application Exposure 

There is the potential for post-application exposure \Or individuals exposed as a result of 
contacting a dog previously treated with the proposed novaluron spot-on product. The 
quantitative exposure/risk assessment for residential post-application exposures is based on the 
following scenario: 

o Post-application incidental oral exposure (children 1 to <2 years old only) from 
contacting dogs treated with novaluron. 

Because no dennal hazard has been identified for novaluron, only incidental oral exposures were 
assessed. The lifcstagcs selected for each post-application scenario are based on an analysis 

2 L. Yenkaieshwara. Novaluton. Occupotionul and Residential Exposure Assessment for c1 Proposed Use on 
Peanuts and Soybeans and a Reevaluation of Existing Residential Uses With lite Updated Residentiai.\"OPs) to 
reflect updates to !1ED 's 2012 Residential SOP. 30-APR-20 !3; 040126 !. 
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provided as an Appendix in the 2012 Residential SOPs3. These lifestagcs are not the only ones 
that could be potentially exposed for these post-application scenarios; however, the assessment 
of these Iifestages is health protective for the exposures and risk estimates for any other 
potentially exposed lifestages. 

Current HED policy requires assessment of short-, intem1ediatc-, and long-term exposures from 
pet spot-on prod11cts due to the preventative nature of pet products and the potential from 
extended 11sage in more temperate parts of the country; therefore, this assessment has considered 
all durations of exposure. 

A series of assumptions and exposure factors served as the basis for completing the residential 
post-application risk assessment. Each assumption and factor is detailed in the 2012 Residential 
SOPs. The 2012 Residential SOP for treated pets recommends assessment of post-application 
exposures using day of application (i.e., Day 0) residue transfer, which is defined as a fraction of 
the application rate (FAR). If chemical-specific transferable-residue measurements arc not 
available, then a standard value for the FAR for transfer is used. No exposure data were 
submitted in support of the proposed novaluron spot-on product; therefore, HED used the 
screening-level FAR point estimate (0.02), as recommended in the 2012 Residential SOPs, to 
assess post-application incidental oral exposure. 

The short-, intermediate-, and long-term incidental oral MOEs for children I to <2 years old 
from exposure to the proposed novaluron pet spot-on product are provided in Table 6.2. None of 
the exposure estimates are of concern for any s'1zed dog (all MOEs 2:20,000). 

!Table 6.2. Residential Post-Application Non-Cancer Exposure ami Risk Eslinwtes from the l'roposed 
!Novaluron Soot-On Product: All Durations (Dav-0 F,\fl). 
'-~-I I Posi-applicaliou Exposure 

Application Rate 
Lil'cslngc Sccnudo 

(mg ai)1 Dose (mglkg/day)' M0Es3 

Usc Site Route uf Exposut·c 
-~---

O.t4 (small) O.OOOl•tl 31,000 

Children I to Dog 
Incidental Dral 

0.?8 (medium) 0.00017 26,000 
<2 Years Old Spol-on 0.567 (inlcrmediate) 0.00022 20,000 

0.&5 large 0.00021 20,000 
' ' ' Bused on proposed label (Reg. No. 53883-NC\\ ). 

1 Hand-to-l\.-\outh Dost::'"' J (I land Residue Loading (mg/cm") " Fraction of Hand Momhcd (0.13) x Surface Area or I l-land (ISO 
em!) " Exposun: Ti1ne (1.5 hrsldny) " # ofReplenishmeottntervnlslhr (•t intlhr) x ( 1-(! !-Saliva Extrat::tion Factor 
(0.5))"(Number of 1-land-lo-Mouth Evcms per Hour ( 13.9 cvcnts!hr) ) +-(II or Replenishment lntcrvals!hr))]lllody Weight (I I 
kg child I to <2 years old years old)]. 

'MOE= lncideotal Oral POD (mg/kg/duy) I Dose (mg/kg/doy). 

6.3 Summary of Rcsidental Exposure as a Result of the Registered Uses 

Table 6.3 summarizes the residential exposures and risk estimates for the previously assessed 
nnd registered crack and crevice use of novaluron to control crickets (Memo, L. V cnkatcshwara, 
30-APR-20 13; D401261 ). All residential handler and post-application scenarios resulted in 
MOEs greater than I 00 and are not of concern to HED. 

-1 Available: h 11 n: I I!Wf:C,.V .ep_1L,_gO vlpes I jc jdcslsc iencelrcs ide nt i a 1-~osure-son .lt\1111 
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oumma,:; of Residential EXhOsllrciHisl> Estimates from He istered Novalm·on Uses. 
D Sbo1·t-

. ose 
Source Usc . Exposu!'e Seen uno ( lk ld •) Term 

mg g U) MO£ 

Residential 
MixiJtg/loading/applying wel\ablc 

0.00014 3,200 
nowders with low-nressure handwand 

Handler 
Applying ready-to-use formulations 

Inhalation 
with tri!!:!!:er-oumo snraver 

0.0000076 570,000 

Indoor Post- Adults 0.000049 89,000 

crack and application Children 
0.00021 2!,000 

crevice I Inhalation (I to <2 years old) 0401261 
spot Crack Carpet 0.00059 7,400 

I treatment Post- alld Hard Children 
application Crevice surfaces 

0.000196 22,000 I 
Incidental Carpet 

(I to <2 years 
0.00288 1,500 

Oral Spot Hard 
old) 

0.00096 4,600 

' surfaces 

6.4 Residential Risk Estimates for Usc in Aggregate Assessment 

Table 6.4 reflects the residential risk estimates that arc recommended for use in the aggregate 
assessment for novaluron. The indoor usc of novaluron as a crack and crevice use results in 
higher short-term exposures than the proposed pet spot-on usc; therefore, the crack and crevice 
use scenarios arc recommended for the short-term aggregate assessment (see the April 2013 
memo\ The only intermediate- and long-tenn residential exposures are from the proposed dog 
spot-on usc; therefore, the proposed pet spot-on use scenarios are recommended for 
i11termediate-term and long-term aggregate assessment. 

• The recommended residential exposure for use in the short-term adult aggregate 
assessment reflects inhalation exposure from both indoor and outdoor applications via a 
low-pressure handwand. 

• The recommended residential exposure for use in the short-term children l to <2 years 
old aggregate assessment reflects inhalation and ha11d-to-mouth exposures from post­
application exposure to indoor applications 

• The recommended residential exposure for use in the intermediate- and long-tem1 
children I to <2 years old aggregate assessment reflects post-application ha11d-to-moutlt 
cxposmes from the dog spot-on use. 

·I L. Venkateshwara. Nova/won. Occupationalnnd Residemiol Expn.mre Assessment for n Proposed Use on 
Peanuts am/ Soybeans and a Ra'Vuluation of Existillg Residential Uses with the Updated Residential SOPs) ta 
reflect updates to NED's 2012 Residential SOP. 30-APR-20 13, 0401261. 
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''"'' 6.4. " '" 1 r the ' • " ' .. 
; ' I .. 

Lifestuge ' ' ' 
"""'"' 

,.,.,, 
""""' I . '""' """''' I o"' r,,,, """"'.! I o"' 

I ·I :ill ~ .~ ·~ ,'¥, • 
lo] 

I • . :ill • NIA 
Ji • 

; ~:~~::;' I : :,:·.::; '"" ' . ' 
'I I i I t, ~ali" scenarios a.'iSC>~cd (~cc Table 6.)). Total inhalation only. 

1 Rc~idCJniaJ I landle1 MOE~ lhc, ld ' ' ·t do~cs 1dc•.111fic~(~e~ Table 6. )). Total- h'halatiun MOE only. 
'Residcnti~l PosH1pplicmion Dose~ the I i I i n dose fm each applicable hfestage of all ~ccna1ios a.1scs~cd (sec Tables 6.2 and 6.3). Total ·· inhalation+ incidental mal. whc1c 
appl•cnble. 
'Rcsidenllal l'ost-apphcatwn MOE"' the MOF.s associated with the highest doses identified (sec Tables /i.2 and 6 )) Totul = II(( 1/lnhalation MOE)+ (1/lncidemal o1al MOE)} whe1e applicable. 
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7.0 Aggregate Exposure/Risk Characterization 

In accordance with the FQPA, HED must consider and aggregate pesticide exposures and risks 
from three major sources: food, drinking water, and residential exposures. In an aggregate 
assessment, exposures from relevant sources are added together and compared to quantitative 
estimates of hazard (e.g., a NOAEL or PAD), or the risks themselves can be aggregated. When 
aggregating exposures and risks from various sources, HED considers both the route and 
duration of exposure. In the case of novaluron, aggregate risk assessments were performed for 
short-term aggregate exposure (food + drinking water+ residential) and intermediate-term 
aggregate exposure (food + drinking water+ residential). Even though there are long-tenn 
residential exposures, the intermediate-term aggregate assessment is protective of chronic 
aggregate exposure since there is no progression of effects in the database and there is only one 
POD for all durations of incidental oral exposure. An acute aggregate assessment was not 
conducted for novalmon because an endpoint of concern attributable to a single dose was not 
identified. Additionally, a cancer aggregate assessment was not conducted because novaluron 
was classified as "not likely to be carcinogenic to humans." All potential exposure pathways 
were assessed in the aggregate risk assessment. 

7.1 Short~ Term Aggregate Risk 

Short-term (I- to 30-day) aggregate risk assessments are necessary for both adults and children 
since there is potential for both short-term handler exposure and short-term post-application 
exposure from the residential uses of novaluron. For the short-term aggregate risk assessment, 
potential residential exposures were combined with food and drinking water exposures. A short­
teml dermal endpoint has not been selected for novaluron; therefore, the short-tenn adult and 
child aggregate risk estimates do not include dermal exposures. Specitically, the short-term 
aggregate assessment for adults combines dietary exposures with handler inhalation exposures 
resulting from the indoor crack and crevice uses. For young children, the short-term aggregate 
assessment combines dietary exposure with potential post-application inhalation and incidental 
oral exposure (from hand-to-mouth contact with treated surfaces) resulting from the indoor uses. 
See Table 6.4 for more information on the residential risk estimates that are recommended for 
use in the aggregate assessment for novaluron. 

The short-term residential exposure estimates were aggregated with the chronic dietary (food+ 
drinking water) to provide a worst-case estimate of short-term aggregate risk for the U.S. 
population and children 1-2 years old (the child population subgroup with the highest estimated 
chronic dietary food+ drinking water exposure). As the short-term aggregate MOEs arc greater 
than 100, risk estimates do not exceed !·lED's LOC. 

~~- -~~---~~~~--~~~~-~~~~~-~-~-~~-- ~ 

~).1. Short-Term Aggrcontc Risk Cn\culations for Novnluron. 
I Short-Tl'!'m 5Cl'!Wrio 1 

1 Populn!ion I ;..·o \FL ·~ - M E 3 A\'erage Diclnrv Hcsit!cnti~l Agg1·egate ,\JOE 
5 [}<> 1 1 1 " ~ i ax "'vos-llre , • 

EXJIOS\II'C.j (llictnry auli u broups tm;;/1\g/d:ly) I LOC (lllg/kglday) (I::;J\\~:~i~~·) 
{nmll•e/!lay) !'csidCIItiaJ)~ 

Adult 4.38 100 0.0438 0.001596 0.00014 2500 
Children 1-2 

4.38 I 00 0,0,!38 0.006033 0.003 I <180 years uld 
~ 

. .. ' . . 1 A sl1ort lcrm dermal e11dp01lll has 001 been seketed for no\ almoa, lllercfore dermal exposure 1~as nm Included 10 the short-lerm 
aggregate a~sessmcnt. 

2 The LOC (target MOE) includes lOX for interspccies cxtmpplation and lOX for imraspccics \'arimion. 
1 Mnximum Exposure (mglkg/day) = NOAEUTargc1 MOE. 
4 Rcsidcalial Exposure= 1-landler Inhalation Expo~urc for Aduhs and JPost-applicalion Oral Exposure+ l'osl-applicmion 

Inhalation ExposmcJ for Childrc11. 
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- Aggregate MOE [NOAEL : (Avg. Dietary Exposure+ Residential Exposure)]. 

7.2 Intcrmcdiate~Term and Chronic Aggregate Risk 

lntermediatc-tcnn (I- to 6-months) and chronic (>6 months) aggregate risk assessments are 
necessary since there is the potential for intermediate-term and long-term post-application 
exposure from the proposed dog spot-on use ofnovaluron. Since there is no progression of 
effects in the toxicology database and there is only one POD for all durations of incidental oral 
exposure, lhc intermediate-term aggregate assessment is protective ofchronic/long-tenn 
aggregate exposure. 

For tbc intermediate-term aggregate risk assessment, potential residential exposures were 
combined with food and drinking water exposures. An intermediate-term dermal endpoint has 
not been selected for novaluron, and inhalation exposure is considered negligible for the 
application or spo1-on products; therefore, the intermediate-term aggregate risk estimates do not 
include dermal and inhalation exposures. For young children, the intermediate-term aggregate 
assessment combines dietary exposure with potential post-application incidental oral exposure 
(from hand-to-mouth contact with treated pets) resulting from the dog spot-on usc. For adults, 
since there is no dermal endpoint and inhalation exposure is expected to be negligible, the 
average dietary consumption (food+ drinking water) exposure estimate is representative of 
intermediate-term aggregate risk. Sec Table 6.4 for mot·e information on the residential risk 
estimates that are recommended for usc in the aggregate assessment for novaluron. 

The intermediate-term 'mdoor residential exposure estimates were aggregated with the chronic 
dielary (food+ drinking water) to provide a worst-case estimate of intermediate-term aggregate 
risk for adults and children 1-2 years old (the child population subgroup with the highest 
estimated chronic dietary food+ drinking water exposure). As the intermediate-term aggregate 
MOEs are greater than I 00, risk estimates do not exceed l-IED's LOC. The intermediate-tem1 
aggregate risk assessment is protective of chronic/long-term aggregate exposure. 

Table 7.2. Intermediate-Term and Clu·onk A re ate Risk Calculations for Novaluron. 
Intermediate-Term Scenario 

Populatio11 
NOAEL I 1

1 !\-lnx Exposure
3 Awrngc Dietary Rcsid~utial Aggt·cgnlc l\IOE 

SubgrOU]tS LOc' LXIlOSUre ExpuSIIrc~ (rl'tch1ry ani! 
(mgfhg/dny)! (mg/kg/rlny) 

(mg/kg!Jlny} (Ill"~~) residctllinl)~ 
Adult <1.38 I 100 0.0438 O.Oll1596 N!A 2,700 
Children 1·2 <1.38 I 1 0(1 0.0•138 0.006033 0.00022 700 

ears old 
·-' - -Anmtermcdtatc term dem1al cndpoml has not been selected for novaluron, and mhalat1on expusure 1s constdcred ncgltgtble 

for the application of spot-on products; therefOr\.\ the fntermcdiotc-tcrm aggregate risk es~imatc docs not include d..:rmnl and 
inh:tlntion exposures. 
" The LOC (largct MOE) inchtdes Ill X for interspceies cxtrnpolation und 1 OX fllr intraspecics v:~riation. 
1 Maximum Exposure (mg/kg/day) = NOAELfTargct MOE. 
• For adults, since there is no dcnnal endpoint and inhalation exposure is expected to be negligible, there is nu rvsidCIItinl 
cxpusurc estimate to combine with dietary exposures. For childrcu. llcsidcntial Expo~ure =[Incidental Oral Exposure+ 
Dermal Expnsurc + luhal~tion Exposure]. 
~ AggrcgJtc MOE= [NOAEL + (Avg. Dietary Exposure+ Rcsidemial Exposure)]. 

8.0 Cumulative Exposure/Risk Characterization 

Unlike other pesticides for which EPA has followed a cumulative risk approach based on a 
common mechanism of toxicity, EPA has not made a common mechanism of toxicity finding as 
to novaluron and any other substances and novaluron does not appear to produce a toxic 
metabolite produced by other substances. For the purposes of this tolerance action, therefore, 
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EPA has not assumed that novaluron has a common mechanism of toxicity with other 
substances. For information regarding EPA's efforts to determine which chemicals have a 
common mechanism of toxicity and to evaluate the cumulative effects of such chemicals, sec the 
policy statements released by EPA's Office of Pesticide Programs concerning common 
mechanism determinations and procedures for cumulating effects from substances found to have 
a common mechanism on EPA's website at http://www.cpa.gov/pesticides/cumulative/. 

9.0 Occupational Exposure/Risk Characterization 

Occupational exposure assessments of the proposed uses were provided in HED memorandum 
dated 21-MA Y-2013 (L. Venkateshwara; D410803) and 21-MAY-20 13 (L. Venkateshwara; 
0406091). 

9.1 Short-/Intermediate-Term Handler Risk 

Dog Spot-On Usc 
For the dog spot-on use, there is the potential for occupational handler exposure (i.e., 
veterinarians, veterinary assistants, and groomers). However, there is no dermal toxicity related 
with the usc ofnovaluron and inhalation exposures are expected to be negligible from 
application of the spot-on product; therefore, quantitative assessments were not conducted. 

Cattle and Poultry Operations and Horse Barns Usc 
For the cattle and poultry operations and horse barns use, occupational handler exposure is 
expected. The scenarios assessed for occupational handlers include: loading/applying granules 
by backpack; loading/applying granules by belly grinder; loading/applying granules by cup; 
loading/applying granules by rotary spreader; loading/applying granules by spoon; and applying 
granules via hand dispersaL 

It is the policy of HED to use the best available data to assess handler exposure. Somces of 
generic handler data, used as surrogate data in the absence of chemical-specific data, include the 
Pesticide Han.dlers Exposure Database (PHED) 1.1, the Agricultural Handler Exposure Task 
Force (AHETF) database, the Outdoor Residential Exposure Task Force (ORETF) database, or 
other registrant-submitted occupational exposure studies. Some of these data are proprietary 
(e.g., AHETF data), and subject to the data protection provisions of FlFRA. The standard values 
recmnmcnded for usc in predicting handler exposure that are used in this assessment, known as 
"unit exposures," arc outlined in the "Occupational Pesticide Handler Unit Exposure Surrogate 
Reference Table5

," which, along with additional information on HED policy on use of surrogate 
data, including descriptions of the various sources, can be found at the Agency wcbsite6

• 

Based on HED ExpoSAC SOP No. 9.1, the area treated in a day was assumed to be I acre for 
cattle operations, poultry operations, and horse barns. The average adult body weight of 80 kg 
was used for estimating inhalation dose because the selected toxicological PODs are not based 
on developmental effects. There is no short- or intermediate-term dermal POD. The inhalation 
endpoints were selected fron1 a 90-day feeding study in the rat. Since inhalation absorption data 
are not available, toxicity by the inhalation route is considered to be cq11ivalent to toxicity by the 
oral route of exposure. 

5 Ava i lab I e: Imp:/ /www .epn .l!.O vi onoOOOO I /sc icnccr1HI nd!cr -c xp11s11 re-1 <th I e. nd f 
6 A vai I able: I 1ttp: 1/www .t:Jl<Ll.lilV/N:~t k idesfsc ienee-'i 1a11d le r-ex p(b\1 re-{btn .I 111111 
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HED classifies exposures from I to 30 days as short-term and exposures and from 30 days to six 
months as intermediate-term. Exposure duration is determined by many things, including the 
exposed p-opulation, the use site, the pest pressure triggering the use of the pesticide, and the 
cultural practices surrounding that use site. For most commercial pest control, it is reasonable to 
believe that occupational handlers will not apply the same chemical every day for more than a 
one~month period; however, commercial applicators may apply a product over a period of 
weeks. In warm climates, flies breed year round and repeated applications ofnovaluron are 
needed to keep the fly larvae and litter beetles under control, resulting in short and intermediate~ 
term exposures to handlers. Long-term exposure is not expected. 

For pesticide handlers, it is HED's standard practice to present estimates of dermal exposure for 
''baseline"; that is, for workers wearing a single layer of work clothing consisting of a long~ 
sleeved shirt, long pants, shoes plus socks, and no protective gloves, as well as for "baseline" aud 
the use of protective gloves or other PPE as might be necessary. For the proposed new use of 
novaluron granule for fly control, no PPE, except gloves, were recommended on the label. 

The occupational handler short- and intermediate~term non~cancer inhalation exposure risk 
estimates arc not of concern to HED with baseline attire (i.e., single layer of clothing, no gloves, 
and no respirator) for all loader/applicator scenarios. With baseline attire, the short- and 
intermediate-term inhalation MOEs for all loader/applicator scenarios for novaluron application 
ranged from 470 to 22,000. 

:1 ble 9.1. Short~and l ntcrmcdintc-Term tu balatiou Oceupntionnl Exposm·e and Risk Estimates for 
No\·aturoll. All Estimates are at Baseline Mitiuation (i.e., Without 11 Hcsnirator). 

'"l"'l'lioo u,it I ""'"'"m 
Are:1 Trenled or tnhahttiou 

Exposure Amount I !:1ndletl 
Seennrio E ( /tb ')t AJlphc:lttou Rule Dui!y 

Dose 

I 
!\'fOE$ Xposurc pg :tt (lb ail A}• 

ft~cr~;\J (mg/kgfday)~ 

Lo:1dc•r!A licmor 
Lf A, Grauu!ar, 

23.8 1.6 I 0_000476 9,200 Backoack 
LIA, Granular, 

62 1.6 I 0.00124 3,500 
Bell , urimler 

LfA. Gmnu!ar, Cu 12.5 1.6 I 0.00025 18.000 
L!A. Granular, 

10 1.6 I 0.0002 22.000 Rolarv Snrcadcr 
L!t\. Granular, 

121 1.6 I O.IJ0243 1,800 
Snoou 

A !icul.or 
Applicator, Hand 471) 1.6 I 0.001)4 470 

Disoersa! 
' .. ., 
B~>cd on Occupillwl>al P~t1c1dc Jlandlcr U111l Expo,urc Surrogate Rcfetcncc 1ablc (March 2012), mcludcs dala from 

PIIED!ORETFIAHETF (level ofmitigatiun: Baseline, PPE. Eng. Conllols). The usc docs not fall uuder tile ll·orkcr proJection St<mdard tWPS!. 
'Bused on registered or proposed label (Reg. No. #53883~xxx}. 
' Exposure Sci(nce Adcisnry Council Policy #9.1. 
'lnhnl~tiou Du.>c "'lnhalat;on Unil E.xposurc (J:g/lb ai} .x Conversion Factor (0.001 mglug) x Applicatiou Rate (lh ai/acrc) x Area Trcmcd or 

An1o1111t llandlcd Daily (Alday) IBW (kg). 
l luhalntion 1\IOE"" lnhulatiou NOAEI. (mg/kg!day)/lulmlatitu: Dose (meJkglduy). 

9.2 Short-/Intermediate-Term Post-Application Risk 

' : 

l-IED uses the tcnn post~application to describe exposures that occur when individuals are 
present in an environment that has been previously treated with a pesticide (also referred to as rc~ 
entry exposure). Such exposures may occur when workers enter previously treated areas to 
perfortnjob functions, including activities related to crop production, such as sc011ting for pests 
or harvesting. Post~application exposure levels vary over time and depend on such things as the 
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type of activity, the nature of the crop or target that was treated, the type of pesticide application, 
and the chemical's degradation properties. In addition, the timing of pesticide applications, 
relative to harvest activities, can greatly reduce the potential for postwapplication exposure. 

Dog Spot-On Usc 
for the proposed novaluron dog spot won use, occupational postwapplication activities arc 
expected to be significantly less than residential postwapplication exposures. Dogs are expected 
to be treated and returned to their ovmers such that occupational post-application contact will be 
negligible. As a result, no quantitative occupational postwapplication exposure and risk 
assessment has been performed. The residential postwapplication exposure and risk assessmcnl 
(Section 6.2) is considered protective for any potential occupational post-application exposures 
and risks. 

Cattle and Poultry Operations and Horse Barns Usc 
for the proposed usc of novaluron to control stable fly larvae in cattle operations and horse 
barns, and to control litter beetles in poultry operations, there arc no sitewspecific postwapplication 
activities performed after treatment of fly breeding areas. Therefore, a quantitative postw 
application assessment was not conducted for the proposed usc ofnovaluron granules. 

The proposed Novaluron.,:c 0.20 label has no Worker Protection Standard requirements; 
therefore, a restricted wen try interval (REI) is not applicable for the proposed usc of novaluron. 
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HASPOC Memo 
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Occupational and Residential Exposure Memos 
e Venkateshwara, L., 21-MA Y -2013, 0406091. Nova1uron. Occupational and Residential 

Exposure Assessment for a Proposed Use to Control Stable Fl)' Larvae in Cattle 
operations and Horse Barns, and to Control Litter Beetles in Poultry Operations. 

e Venkateshwara, L., 21-MAY-2013, 0410803. Novaluron: Occupational and Residential 
Exposure and Risk Assessment for Proposed Pet Spot-On Use, 

o Venkateshwara, L., 30-APR-2013, 0401261, Novaluron. Occupational and Residential 
Exposure Assessment for a Proposed Use on Peanuts and Soybeans and a Reevaluation 
of Existing Residential Uses with the Updated Residential SOPs. 

• Venkateshwara, L., 25-JAN-2011, DP 378634, Novaluron Occupational and Residential 
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Appendix A. Toxicology Profile and Executive Summaries 

A.l Toxicology Data Requirements 
Tl1c requirements (40 CFR 158.340) for novaluron arc in Table A. I. Use of the new guideline numbers does not 
imply that the new ( 1998) guideline protocols were used. 

I Table A.t. ToXicoloav Data He nirements. 

I Technical 
Study H.cqnircd Satisfied 

' I 
870.1100 Acute Oral Toxicity ........ ·············································· Yos Yos 
870.1200 Acute Dermal Toxicity ......... ........................... ............ Yes Yos 
870.1300 Acute Inhalation Toxicity .... ................................... ..... Yos Yos 
870.2400 Acute Eye Irritation .. ................ ··································· Yos y, 
870.2500 Acute Dermal Irritation ....... ········································· Yos Yos 
870.2600 Skin Sensitization ···········································••«••······ Yos Yos 
870.3100 90-Day Oral Toxicity i11 Rodents .................................. Yes Yos 
870.3150 90-Day Oral Toxicity in N011rodcnts ... .................... .... No No 
870.3200 21/28-Day Dermal Toxicity ..... ........... ...................... Yes Yos 
870.3250 90-Day Dem~al Toxicity ............................................... No No 
870.3465 90-Da Inhalation Toxicity···················--········· ... .. ..... No No 
870.3700a Prenatal Developmental Toxicity (rodent). ........ ......... Yes Yes 
870.3700b Prenatal Developmental Toxicity (nonrodcnt) ........ ..... Yos Yes 
870.3800 Reproduction and Fertility Effects ................. ... .......... Yos Yos 
870.4!00a Chronic Toxicity (rodent) ...... .................. ·······--· ......... No I No 
870.4100b Cl1rouic Toxicity (1\0nrodcnt) .... .................... .... . ....... Yes Yos 
870.4200a Carcinogen icily (rut) .. ·····--··· ..... ................. ............ No No 
870.4200b Carcinogenicity (mouse) ................................ .............. No No 
870.<1300 Combi11Cd Chronic Toxicity/Carcinogenicity (mice 

' and rats) ............................................................................................ Yos Yos 
I 870.5100 Mutagenicity Bacterial Reverse Mutation Test .......... Yos Yes 

870.5300 Mutagcnicity~Mammalian Cell Gene Mutation Test.. Yos Yes 
870.5375 In vitro Mammalian Chromosomal Aberrations ........ ... Yos Yos 
870.5395 Mammalian Erythrocyte Micronucleus Yes ' Yos ···················· ... I 
870.5550 Unscheduled DNA Synthesis Yos I Yos 
870.5550 Mutagenicity-Rec assay with Bacillus sublili.r Yes Yos 
870.6200a Acute Neurotoxicity Screening Battery (rat) ........... Yos 

I 
Yos 

870.6200b 90-Day Neurotoxicity Screening Battery (rat) ...... Yos Yes 
870.6300· Developmental Neurotoxicity ............................... ....... No No 
870.7485 Metabolis1n and Pharmacokinetics ................ ............... Yes Yos 
870.7600 Dennal Penetration ... ... .- .. ...... ..... ..................... ...... .. Yes Yo, 
870.7800 hnmunotoxicitv ....... ................. ............ . ..................... Yos Yos 
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A.2 Toxicity Profiles 

Tahle A.2.1. Acute Toxicity ofNovaluron. 
Guideline No. 
870.1100 
(81-1) 
870.1200 
(81~2) 

870.1300 
(81-3) 
870.2400 
(81-4) 
870.2500 
81-5) 

87.2600 
(81-6) 

I 
I 

Stnd\' Type MRID # s 

Acute Oral (rat) 44961001 

Acute Dermal (rat) 45003201 

Acute Inhalation (rat) 45003202 

Primary Eye Irritation (rabbit) 45003203 

Primary Skin Irritation (rabbit) 45003204 

Dermal Sensitization (guinea pig) 45084001 

toxicity (rat) 

developmental in 
(rat) 

( 1993/ 1990); 
Acceptablc!guideline 
Study 1: 0, 50, 100,200, 
or 400 ppm (equivalent to 
0, 3.52, 6.93, 13.03, and 
27.77 mg/kg bw/day, 
respectively in males and 
0, 4.38, 8.64, 17.54, and 
34.39 mg/kg bw/day, 
respectively in females) 
Study II: 0, I 0, 320, or 
10,000 
ppm (equivalcm to 0, 0.7, 
22.2, and 713 mglkg 
bw/day, respectively in 
mnles and 24.3, 
and 754 1 

. I i 

0, 75,400, 1000 

0, 250, 500, I 000 

1 developmental ill 
(rabbit) 

45638317 
(1997,1998); 
0, 100,300, 1000 
mg/kg/day 

Results . Toxicity ClltC2oryJ 

LDso >5000 mg/kg j1v 
I LD5o >2000 mg/kg \II 

LCso>5.15 mg!L IV 

Not an eye irritant IV 

Not a dermal irritant IV 

Not a dermal sensitizer N/A 

1 and 50 ppm ( 4.3 8 
: LOAEL"" 400 ppm .77 mg/kg/day) ill males 

based on increased occurrence of 
extramedullary hematopoiesis and 
hemosiderosis in spleen; and I 00 ppm (8.64 
mglkg/day) in females based on reduction in 
hemoglobin, hematocrit, nnd RBC count; 
increased occurrence of extramedullary 
hematopoiesis in the spleen and hemosiderosis 
in the spleell and liver. 

' LOAEL =not established. 
Dermal NOAEL"' 1000 mg/kg/day. 

LOAEL"' not established. 
Developmental NOAEL .. I 000 mglkg/day. 
LOAEL"' not established. 
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Table A.2.2. Snbchronic, Chronic, nnd OtherToxieilv Profile. 
G11idelltlc 1 Stndy Type 

I 
MRID No. (yea I')/ Results 

No. I Classification /Doses 
870.3800 Reproduction and 45651505 (Main Study, Parental NOAEL not established. 

fertility effects 1999),45638319 LOAEL (M/11) = 74.2/84.0 mg/kg/day based on 
(rat) (Preliminary Study, increased absolute and relative spleen weights. 

1998); Offspring NOAEL "'not established. 
0, I 000, 4000, or 12,000 LOAEL (M/F) = 74.2/84.0 mg/kglday based on 
ppm; increased absolute and relative spleen weights. 
M: 0, 74.2,297.5,or Reproductive NOAEL (M/F) = 74.211009.8 
894.9 mgfkg!day mglkg/day. 
F: 0, 84.0, 336.7, or LOAEL (M) "'297.5 mg/kg!day based on 
1009.8 mglkg!day decreased epididymal sperm counts and 
Acccptablc/Guidel ine I increased r~ge of preputial separation in the F1 

gene rat ion. 
Reproductive LOAEL for females was not 
established. 

870.41 OOa Chronic toxicity 45638320 ( 1999); NOAEL ~· 10 mg/kglday. 
(dog) I o, 10. 1oo, 1ooo LOAEL ~ 100 mg/kg!day based on 

I mg/kg/day hematologic changes associated with 
Acccptable/Gu ide! inc i histopathological chanaes in liver and spleen. 

870.4200 Chronic/ 45651506 (1995); NOAEL (M/F) I. 1/1.4 mg/kg/day. 
Carcinogenicity 0, 25, 700. or 20,000 ppm LOAEL (M/F) "'30.6/39.5 mg!kg/day based on 
(rat) test material; erythrocyte damage and turnover resulting in a 

I 
M: 0, 1.1, 30.6, and 884.2 regenerative mild anemia. 
mgfkglday 
F: 0, lA, 39.5, and 
1113.5 mglkg/day No Evidence of Carcinogenicil}' 
Accept a b lc/Gu ide! i ne 

870.4300 Chronic/ 45651507/45877901 NOAEL (M/F) 3.614.3 mg/kg!day. 
Carcinogenicity (2000/2003); LOAEL (M/F)"' 53.4163.3 mglkg/day based on 
{mouse) 0, 30, 450, or 7000 ppm increased erythrocyte turnover d11C to 

test material; hemoglobin oxidation and resulting in a mild 
M: 0, 3.6, 53.4, or 800.0 anemia. 
lltg/kg/day 
F: 0,4.3,63.3,or913.4 
mglkg/day No Evidence of Carcinogenicity 
Accerllnblc/Guidclin c 

870.5100 Salmonella 44961013 (1997); Novaluron, tested up to the limit of solubility 
typhimurium and 0, 312.5, 625, 1250,2500, (2500 ).lg/plate) and the limit dose (5000 
Escherichia coli or 5000 )-lg/plate ill the ~lg/p!ate), was not cytotoxic with or without S9 
Reverse Mutation presence and absence of activation in fourS. typhimurlum strflins and 
Assay metabolic activation (±S9) one strain of E. coli, and did not induce a 

I A cccpta b 1 c/G u id eli ne I genotoxic response in any strain. 
870.5\00 Salmonella 45030003 (1986); Novilhn·on, tested up to the limit ofsolubility 

ryphimurium~ 0, 10, 33, 100,333, 1000, (3333 ).lg/p!ate), was not cytotoxic with or 
bacterial reverse or 3333 J.ig/plate in the without $9 activation in fiveS lyphinwrimn 
gene mutation presence and ilbscncc of strains, and did not induce a genotoxic rcspo1tse : 
assay mammalian metabolic in any strain. 

I 
activatioll (±$9) 
Acceptable/Guideline 

870.5300 Gene Mutation 45638321(1989); There was no evidence of biologically 
0, 50, 100, 125, 150, 175, significant induction nfmutant colonies over 
or 200 ).lg/mL with and background. 
without metabolic 
activ;1tion (S9-mix) in two 
indeJle!ldent assays. 
Acecpta blc/Gu ide I inc 
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Tnblc A.2.2. Snbch ronic, Chronic, nud Other Toxicity Profile. 

Guideline Study Type MRlD No. (year)/ Results 
No. Classllication /Doses 

870.5375 In vitro 44961015 {1992); Novaluron produced no evidence of clastogenic 
mammalian 40,200, a11d 1000 f!g/mL, activity in primary human lymphocytes, in the 
chromosotne with and without presence or absence of S9 activation. 
aberration test metabolic activation (±59) 

Acccpta bl c/G u idcl inc 
870.5395 Mammalian 45638322{ 1989); There was no statistically significant increase in 

erythrocyte 0, 1250, 2500, or 5000 the frequency ofmicronucleated polychromatic 
micronucleus test mg/kg body weight erythrocytes in mouse bone marrow at any dose 
in mice Acccpta b I e/G uidel inc or harvest time. 

870.5500 Mutagenicity Rec 44961014 (1998); Novaluron was equivocal for bacterial DNA 
assay with 50, 150, 500, I ,500, or damage in the absence ofS9 activation, and 
Bacillus snbtilis 5,000 pg/platc, with and negative for bacterial DNA damage in the 

without mammalian presence ofS9 activation. 
metabolic activntion (±59) 
Acccptab le/Gu Ide line 

870.5550 Unschedttled 45030002 { 1988); Novaluron was considered not to show any 
DNA Synthesis in 0.125, 0.25, 0.5, I, 2, 4, 8, evidence of can sing DNA damage to He La 53 
He La S3 Human 16,32,64, 128,or256 epithelioid cells in this unscheduled DNA 
Epitheliod cells pg!mL (±S9) synthesis test for mntagenic potential. 

Acceptab lc/Guidcli nc 
870.6200a Acute 45082601 {1999); NOAEL 650 mg/kglday. 

neurotoxicity 0, 200, 650, 2000 mg LOAEL == 2000 mglkg!day based on clinical 
screening battery novaluron/kg 

1 
signs {piloerection, irregnlar breathing), FOB 

Accepl!l blc/GuidcliHe 1 parameters {increased head swaying, abnormal 
: gait) and neuropathology {sciatic and tibial 
' nerve dc<>encration). 

870.6200b Subchronic 46086204 {2002); NOAEL (M/F) · 175212000 mg/kg/day. 
neurotoxicity 0, 17.5/20.5, 174/207, LOAEL =not established. 
screening battery 1752/2000 mglkglday 

(M/F) 
Accepta blc/G uidclinc 
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T'ble A.!.2 

I ~ N~. ~',~;~~~' I "' •n I 
No 

185 mod 
4563832; ~~~~~;: 

Novaluron · · · I 1 (_16-
pharmacokinetics 18%), relatively rapid·;~d complete excretion 
(rat) single dose of 2 mg/kg or within 48 hours primarily via the feces and to a 

1000 mg/kg, or 14 lesser extent via urine in rat. Biliary 
multiple 2 mg!kg!day contribution for fecal excretion appears to be 
doses of unlabeled insignificant. Absorption appeared lobe 
novaluron (Lot no. approaching saturation at high doses. Peak 
970211/4,99.3% plasma concentration occurred al 2-5 hours. 
chemical purity) followed Urinary metabolite profiles revealed 15 
by a single dose of components and 8 components following 
radiolabeled novaluron. administration of[ ch lorophenyi- 1 ~C]novaluron 
Acceptablc/G uidclinc or [ di0uorophenyi- 14C]novaluron, respectively. 

The most prevalent urinary metabolite was 2,6-
difluorobcnzoic acid represented the majority 
of the urinary radioactivity. Other componcnls 
individually represented no more than 5.9% of 
the dose and most represented cousiclerably less 

1 than 1%. Parent compound was the most 
prevalent contribulOr h1 the feces. The fecal 
metabolite profile revealed two metabolites; 3-
chloro-4-( I, 1 ,2-trifluoro-2-
trifluoromethoxycthoxy)anilinc, and 1-[3-
chloro-4-( I, I ,2-lriOuoro-2-
tri Ouoromcl hoxycthoxy )pheny I] urea. 
Quantitatively, these were minor components 
accounting for <2% oft he dose. In the 

I repealed-dose group, some tissues such as fat 
contained measurable radioactivity al 168 hours 
post dose but did not appear lo suggest 
significant pol~nt;;:l for bioaccumulution or 

I "I' 

D"m'l 
1 i'o·o~o6;,c;~9~i. o' 

; ; . I was an 
1 penetration (rat) 90.19-105.26%. The . 1 

0.0003 UJ:;I I ;ot~l,absorbed dose (expressed as percent of 
A ccc pta b le/G u ide! ine administered dose and determined as the sum 

of radioactivity in cxcn:ta, cage wash, untreated 

, ~~~~ fat, blood. and res~~~~~~~;; ; ,h;ul o ,;,, ' I 0% 
~~~ranged 

hnmunotox ic it y 48690105 (2011); I (F) ;2, 155 
wn·~~~ .tested (mouse) 0, I 00, I ,000 and 10,000 LOAEL was no 

ppm above the limit dose. 
(0,21,200, '15 hnm1motoxicity NOAEL (F)"' 200 mglkg/day. 

y[~]) hmnunotoxicily LOAEL -- 2,155 mgikglday 
based on decreased anli-SRBC ' 
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Novaluron 1-luman-Health Risk Assessment DP No. 404422 

Appendix B. Physical/Chemical Properties 

Table B. I. Physicochcmkal Pnl-pCl'ties ofTcchuicn\ Gt·ade Novu\umn. 

Parameter Vllluc Reference -
Melting range 176.5-178.0°C 

pH 6.5 

Density 1.56 glem3 at 22°C 

Water solttbility 3 Jtg/L at 20°C 

0.00839 giL in n-heplane 
1.88 giL in xylene 

Solvent solubilily (m 25°C) 
14.5 giL in methanol 
\98 giL in acetone 
113 giL in ethyl acetate 

DP/1315780, 3-NOV-2005, 
0.98 giL in n-octanol 

Vapor pressure (lllm Hg) J.?xJ0-7 
S. Levy 

Dissociation constant, pK, Not delcnnined due lo low waJCr solubility. 

Octanol/waler partition coefficient, 4.3 at25"C 
Log(Kow) 

Molar absorption coel'ficients of at 3 
maximum absorbances: 

tJVfvisible absorption spectrum 15,400 Limo] • em at 253 nm (neutral) 
9,780 Limo I• em at253 nm (acidic) 
20,500 Limo I <>em at 263 nm (basic) 

Henry's Constant a\25 °C 2 x\0"5 atm•m'lmol Product Chemistry, MRID 
44961006 

Appendix C. Review of Human Research 

This risk assessment relies in pari on data from studies in which adult human subjects were 
intenlionally exposed to a pesticide or other chemical. These data, which include studies from 
the PHED 1.1, the AHETF daiabasc, and the ARTF database are (I) subject to ethics review 
pursuant to 40 CFR 26, (2) have received that review, and (3) are compliant with applicable 
ethics requirements. For certain studies, the ethics review may have included review by the 
1-luman Studies Review Board. Descriptions of data sources, as well as guidance on their use, 
can be found at !he Agency website7

. 

7 hit\):/ /www .epa.gov/pest ie ides! se ie n ce!h and ler -exnos ure-data.ht.ml and 
hUn:/ I www .cp__n,gQ.YiJl~t ic idcs/sc i cn~ost-upn-exposm·e-data. him I 
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11/APF:/2013 

! '\!TED ST_\TES E:"YIRO:"i.\IE'\T,-\.L PROTECT 0.'\ .\CI·:,;;cy 
WASIII'\GTO_,-, I}, C. 1ll46U 

01- f· !( L 0! ( !fl:\!1(' \!. \ \FLTI 
I'-ll !'UU.! HO'\ l'f<l I'L'\ !HI> 

0!·! II E llF !'L ~T!('fllf. l'!Hl! ,!1.\'!S 
ilU:!'d !I\'! !0'- flll !\!(}'\ !~.';115!'1 

MEMOI~ANDUM: Acute Toxicity Review for CSI Fipronil + Novaluron Spot-On for Dogs 

Subject: 

Frorn: 

Name of Pesticide Product: 
EPA File Symbol: 
DP Barcode: 
Action Code: 
PC Codes: 

Tracy Keigwin, Biologist 
Technical Review Branch 
Registration Division \7SOSP} 

CSI Fipronil + Novaluron Spot-On for Dogs 
53883-GRE 
0404002 
R260 
129121 Fipronil 

124002 No)a~~ron /) [c_ 
/votj -~ ~CJL....._, 
G _y:t G .---J.-------,_ 

f'< ~·; \ \> 1 Lo ') 

To: Autumn Metzger, RM 07 
Insecticide Rodenticide Branch 
Registration Division {7SOSP) 

Applicc nt: Control Solutions, Inc. 
S903 Genoa-Red Bluff 
Pasadena, TX 77507 

FOF:MULATION FROM LABEL: 

Acti_yg_,_ngred ient(s ): 

Fipronil 
Novaluron 

Oth~pgredient(s ): 

% bywt. 
9.8 

20.0 

Total: 100.0% 

ACTION REQUESTED: The Risk Manager requests a review of aCllte toxicity studies {MRID Nos. 
48843;!04 (870.1100), 48843205 \870.1200), 48843206 (Waiver· 870.1300), 48843207 
(870.2•100), 48843208 (870.2500) and 48843209 (870.2600) submitted to support the 
registr;Jtion of EPA File Symbol S3883-GRE, CSI Fipronil + Novaluron Spot-On for Dogs. 
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EPA li:eg. Ho. 53SS3~GRE 
PC C(1dcs :29121 (l"ipronil) and 12-1002 (:Xovaluron) 

BACKGUOUND: Control Solutions, Inc. has submitted an applica-:ion for EPA File Symboi53883-
GRE, CSI Fipronil + Novaluron Spot-On for Dogs. In support ofth?ir application they have 
submitted MRID Nos 48843204 (870.1100), 48843205 (870.1200), 48843206 (Waiver- 870.1300), 
488'13207 (870.2400), 48843208 (870.2500) and 48843209 (870.2600). The product label states 
that CS' Fipronil + Novaluron Spot-On for Dogs kills adult fleas, fl ~a eggs, flea larvae and pupae 
for up h> one month in dogs and puppies meeting the age and w?ight requirements as stated on 
the product label. Note that this is a new use (in terms of spot-on treatments) for the active 
ingredir:~nt Novaluron. 

GLP: AI studies were conducted in accordance with GLP. 

DEFlCit:NCfES/DEVIATIONS: Each of the studies state that there ative humidity was outside the 
protocol range at times In addition, the test substance is identified as having a density of 1.0364 
g/mL in the acute oral and acute dermal toxicity studies but the <:ertificate of analysis states that 
the der.sity is 1.056 g/ml. Finally, ~he purity of the test substance in the primary eye irritation 
study (!JI1RID 48843207) is not reported, nor does the study cont;Jfn a certificate of analysis. The 
test substance name (NF Spot-On) is the same, as is the physical description ofthe test 
substance. It is unlikely that any ofthese deviations affected the acute toxicity profile. 

COMMENTS AND RECOMMENDATIONS: 

1) The S submitted studies (48843204 (870.1100), 48843205 (1:70.1200), 48843207 (870.2400), 
48843208 (870.2SOO) and 48843209 (870.2600) are acceptab e. In addition, TRB accepts the 
rationale provided in MRID 48843206 and waives the need for an acute inhalation toxic icy study. 

2) The product chemistry team must approve the proposed Basic and 4 Alternate CSFs (all dated 
JunH 6, 2012) before this action can be finalized. 

3) LABI:l!NG: Based on the toxicity profile above, the following are the precautionary and first 
aid stat,~ments for EPA File Symbol 53883-GRE as obtained from the Label Review System: 

PRODUCT 10 #: 53883-GRE (53883-312) 

PRODUCT NAME: CSJ Fipronil + Novaluron Spot-On for Dogs 

PRECAUTIONARY STATEMENT~. 

51G NAI. WORD: CAUTION 

Hazard!; to Humans and Domestic Animals: 

Harmful if swallowed. Wash thoroughly with soap and water aft(~r handling and before eating, 
drinking, chewing gum, using tobacco or using the toilet. 

Page 2 ofS 
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E!'A !!cg.I•O. 53883-GRE 
PC Ct·dcs ~9!2! (Fiproni!) and 124002 (Nova!uron) 

First Aid: 

If sv-/allowe.d: 
~Call a poison control center or doctor immediately for treatment advice. 
~Have 1=·erson sip a glass of water if able to swallow. 
~Do no1 induce vomiting unless told to by a poison control center or doctor. 
~Do no1 give anything to an unconscious person. 

Hav1~ t~ e product container or label with you when calling a pois:m control center or doctor or 
going for treatment. You may also contact l~SOO~xxx~xxxx for en1ergency medical treatment 
information. 

Page 3 ofS 
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EPA :-t~g. './o. 5JS8J-GRE 
PC C>dcs 129121 (fipronil) and 124002 (Novaloron) 

Reviewer: Tracy Keigwin 
Ris~; M;mager (EPA): 07 

Date: April11, 2013 

The foLowing table is the Acute Toxicity Data Evaluation Record (DER} for the six studies 
submitted for the proposed product, EPA File Symbol 53883-GRE: 

-1. DP !CODE: 404002 

2. PC >ES: 129121 Fipronil and 124002 Novaluron 
3. cur NT DATE: Aprilll, 2013 
4. TE5, !ATERIAL (for acute oral, acute dermal, dermal irritation ;md dermal sensitization studies): 

BM 

COl: 

mE 
T~' 

Jror 
l> Fip 
;d~ 

Nova I\ 1/Fipronil Spot-On Product: ECS-F-054 (lot# ECS-28-109); Amber liquid; 20.43% Novaluron, 
10.06~ ronil; density 1.0364 g/ml; Test substance in eye irritati<Jn study: NF Spot-On (Lot: ECS-
28-80) .ar amber non-viscous liquid. 
Study, 
Study. 

rsp.; 

~jl: 

!cies/lab 
>ate 

Acute, 
Still mE~ 

Jral 
ad< 

toxicity/ rat 
JW, Inc. (Sugar Land, 

TX) 
Study# 
OCSPF 

Acute 
Stillmt! 
TX) 

.85-12/May 22, 2012 161 

870 .1100; OECD 425 

a! toxicity I rat 
JW, Inc. (Sugar land, 

MRID 

48843204 

48843205 

-
Results Tox Core 

Cat Grade 
LD50 Females= 3129 mg/kg bw Ill A 
1 dosed at 175 mg/kg, 1 at 550 
mg/kg, 3 at 1750 mg/kg and 4 at 
5000 mg/kg (1 for the initial limit 
test, 3 for the main test). All 
survived 175, 550 and 1750 mgjkg. 
No clinical signs o ·gross 
abnormalities were observed in 
surviving animals. At 5000 mg/kg, all 
(4/4) died within :L-4 days after test 
substance admini:itration. Prior to 
death animals ext ibited deceased 
activity, sensitiviN to sound/touch, 
body tremors, crusted/stained fur, 
decreased defeca·:ion, ocular 
discharge, piloerection, polyuria, 
and salivation. At necropsy no gross 
abnormalities were observed in 
surviving animals. Gross 
observations in dt~cedents included 
stained/matted fccial/tail areas, 
discolored lungs, liver, kidneys and 
pasty contents of the 
gastrointestinal tract. The test 
substance did not affect bodyweight 
gain in surviving animals. 
LDso > 5050 mg/kg bw (both sexes IV A 

and combined). t,[[ survived. Four 
males (4/5) and fClur females (4/5) 

Page 4 of5 
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EPA :~cg i>lo. 53883-GR£ 
PC C,xJes 29121 {Fipronil) illld 124002 (Nol'alumn} 

86-12/May 9, 2012 Studyii16:L 
OCSPP 870 .1200; OECD 402 

e irritation/ rabbit 
w, Inc. (Sugar Land, 

Primary e'{ 

Stillmead:l 
TX) 
Studylt15B 
2011 
OC5PP 870 

35~11/December 30, 

.2400; OECD 405 

rmal irritation/ rabbit 
w, !nc. (Sugar Land, 

Primary d1~ 
Stillmead :> 
TX) 
5tudyH16:L 
OCSPP 870 

87-12/May 7, 2012 
.2500; OECD 404 

nsitization Dermal se~ 
(Buehler)/ 
Stillmead :l 
TX) 
StudyH163 
OC5PF' 870 

Guinea Pig 
w, Inc. (Sugar Land, 

59-12/May 25, 2012 
.2600; OECD 406 

48843207 

48843208 

48843209 

lost or failed to gcdn weight 
between study d('ys 0 and 7, 
however all exceEded their initial 
weights by study ·:ermination 
Clinical abnormalities observed 
during the study i 1cluded decreased 
activity, decrease-:! defecation, 
emaciation, piloerection and 
sensitivity to touch, with all 
symptoms resolvi1g by study day 5. 
No signs of dermc I irritation were 
observed. No gro~•s abnormalities 
observed at necrc•psy. 
Minimal irritation. IV 

No corneal opacity, iritis or positive 
signs of conjuncti·1itis were 
observed during the study. All (3/3) 
had a score 1 redness and one had 
score 1 chemosis 3t one and 24 
hours, resolving within 48 hours, 
however th"1s is not considered a 
positive response Maximum 
average irritation score= 2.7 at the 
1 and 24 hour ob! ervations. 

PO!! - 1.0 (slightly-irritating). All IV 

(3/3) exhibited grade 1 erythema 
through day 7, re~;olving within 10 
days. One animal (1/3) additionally 
exhibited grade 1 edema at study 
day 7 only, resolv:ng within 10 days. 

Not a dermal sen!.itizer. Neg 

No positive respo 1se (grade 1 or 
higher) was observed in any of the 
test or na'ive cont ·ol animals at the 
24 and 48 hour c~ allenge 
observation. Grade 1-2 erythema 
was observed in 10/10 positive 
control (a~HCA) a;1imals at the 24 
hour observation, continuing in 
10/10 animals at the 48 hour 
observation. 

Core Grade Key: A =Acceptable, S =Supplementary, U =Unacceptable, D- Data Gap 

Page 5 ofS 

A 

A 

A 

I 

' 



98

1":\lTED ST.\TES E\\'!RO\i\-lE\TAL l'ROllCTlO:-.· AGt:V"\' 
\YAS11L'\GTO'\, D.C. 20-160 

!lHI{ L Ill· l'!ll:\11{ -\I. S.\1-t: 1'\ \ '\lli'O!.I.I TIO'>. I'IU:\'f"• I !0'\ 
llj·l'!l f: OF f'!:~TI{ lUI: I'll{)[; II \\h 
IU.{;I•.,-11{ \TIO'>. PI\ 1~10'\ p;il51') 

DJ> l!lar. Code: 404000; EPA Reg/File No.: 53883-GRE APPLICANT: Control Solutions 
DECI~:ION: 465891 PC Code(s): 129121-Fipronil (9.8%) &124002-Novaluron (20.0%) 
PR1~~:320-new use for Novaluron 

DA li"E: April 3, 2013 

SUBJECT: Product Name: CSI Fipronil + Novaluron Spot On for Dogs. 

FROM: Akiva Abramovitcb, Ph.D. 1 
Technical Review Branch I RD (750SP) _.5t 

THHOUGH: Shyam Mathur, Ph.D. ct;v' 
. '-x "'-Product Chemistry Team Leader ()v-

Technical Review Branch/RD (7505P) 

TO: Autumn Metzger/John Hebert, PM 7 
Insecticide-Rodenticide Branch/ RD (7505C) 

Formulation Type: Liquid-Spot on 

INTRODUCTION: 

The :1ppiicant has submitted an application for registration of a new end usc product containing 
Fipnmil at 9.8% and Novaluron at 20%. In support of the registration application, the registrant has 
submittl:d product chemistzy data corresponding to guideline 830 ·:;cries, group A & group B 
(MRID! 488432-0l through 488432-03 and 488432-14 (waiver requests). The CSFs of the basic 
and alte:nate formulations l through 4 arc all dated June 6, 2012 were submitted along with the 
product label. TRB has been asked to determine the acceptability of the product chemistry data and 
the prorosed CSFs dated 61612012. 

SUii-IMARY OF FINDINGS: 

I. Nam,: of Active Ingredient: Fipronil (9.8%) and Novaluron (20.0%). 

2. Has titc registrant claimed substantial similarity to a registered product? 

[] Y.~s; [XJ No; f 1 NA; if yes give the registration number oft:1e cited product. 

3. All the source materials for the active ingredients are derived fiom the registered sources: 
[X] Yes; [ l No. 
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DP Bar. Code: 404000; EPA Reg/File No.: 53883-GRE APPLICANT: Control Solutions 
DEC18.ION: 465891 PC Code(s): 129121-Fipronil (9.8%) &124002-Novaluron (20.0%) 

4. All inert ingredients have been screened by IIAB and found to ·Je approved for the proposed 
labekd uses: [X] Yes; []No. 

5. Confidential Statement ofFormula(s): 

[X] !lasie and Alternate CSFs 1-4 all dated June 6, 20 12; 

6. Prod-Jet label 

a. Ingredient statement: Nominal concentration of AI listed or CSF(s) concur with product label 
(PR Notice 9!-2). 

[X] Yes, if not, explain below: 

I~ the sub statement in compliance with PR Notice 97-6 (inj:rt ingredient vs other ingredient)? 
[X] Yes; [ ] No; if not, explain below: 

M,::tallic equivalent [ 
Soluble arsenic: [ 
Isomeric ratios: 
A<:id equivalent: 

[ 
[ 

] Yes 
] Yes 
] Yes 
] Yes 

[X] NA; 
[X] NA 
[X]NA 
[X] NA; {name} acid equiva ent == xx% 

b. H<~alth related sub statements: Product contains? 

P1droleum distillate at> 10%: 
M1~thanol at> 4%: 
Sodium nitrate/Sodium nitrite 

] Yes [X] No [ ] NA 
]Yes [X]No [ ]NA 
] Yes [X] No [ ] NA 

c. Ph~rsical chemical hazard statement: Product label requires z statement per 40 CFR §156.78 
for: t1ammability, explosive potential or electric insulator breakdown? 
[ ] Yes [X] No Flash point of205F (96 C) 

Is the sub statement in compliance with PR Notice 98-6 (T eta! Release Foggcr)? 
[ J Yes,[ ] No, [X NA, if not explain below: 

d. Label requires an additional Storage and Disposal statement: 
[ ] Yes [X] No 

2 
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DP Bar.f;odc: 404000; EPA Reg/File No.: 53883-GRE APPLICANT: Control Solutions 
DECIS,ION: 465891 PC Code(s): 129121-Fipronil (9.8%) &124002-Novaluron (20.0%) 

7. Group A: Product Chemistry Data 

TRB' s determination oft he acceptability for the proposed product is listed in the tables below. 

Gu.-d 
No_ 

cline 

83(• .1550 

.1600 

33(. 

33(. 
33(. 

33(. 

1650 

1670 
1700 

1750 

.!800 

Study Title 

Product Identity & 
Composition 
Description of materials used 
to produce the product 
Description of formulation 

I process 
Discussion on the formation 
of impurities 
Preliminary analysis 

I Standard 

I certified 
I Certified Limits 

limits 
( 158.350) Proposed Limits 

Justification for 
wider limits 

Enforcement analytical 
method 

Data submitted TRB"s 
Assessment 

Yes No of Data MRJDNos. 

lx A 488432-01 

lx A 488432-01 

IX A 488432-01 

X I A 488432-01 
X I 

rA 
I 

I 
X lA 

' 

I 
I 488432-01 
I A(HPLC 
i method for 
I flpronil and 

X novaluron) 488432-02 

A= Acceptance, N =Not Acceptable, G =Data Gap, W = Waive1 Request, 1 =In Progress, 
NA '~Not Applicable; U = Upgradeable 

3 

I 

I I 
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DP Bar.Codc: 404000; EPA Reg/File No.: 53883-GRE APPLICANT: Control Solutions 
DECIS.ION: 465891 PC Code(s): 129121-Fipronil (9.8%) &124002-Novaluron (20.0%) 

8. Group B: 

Gui 
No. 

8311 

830 

830 

deline 

.6303 

.6315 

.6316 

.7000 

.7300 

Study Title 

Phvsical State 

Flammability 

Explodability 

pH 

Density (units) 

I Value or Qualitative l TRB's 
Description I Assessment 

i of Data 

Light amber Liquid with 
botanic odor/scent A 

I Not flammable (Flash point 
above 96 C) A 
NA, not considered to be 
potentially explosive A 
Not soluble or dispersable 
in water w 
1.0589 specific gravity at ]A 20 c 

A ""Acceptance, N ""' Not Acceptable, G = Data Gap, W = V/ aiver request, 
NA =Not applicable, I= In progress, U = Upgradeable 

4 

MRIDNos. 

488432-03 

I 488432-03 

I 
488432-03 

488432-14 

488432-03 
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DP Bar. Code: 404000; EPA Reg/File No.: 53883·GRE APPLICANT: Control Solutions 
DECIS.ION: 465891 PC Code(s): 129121·Fipronil (9.8%) &124002-Novaluron (20.0%) 

CONCLUSIONS: 

~:-RH has reviewed the CSF(s) and product chemistry data for ;he proposed end use product and 
has ;:oncludcd: 

The proposed CSF fOr the basic and alternate formulations l, 2, 3 and 4 all dated June 6, 2012 
are acceptable. All the ingredients in the fOrmulations haw' been approved for the uses cited 
on the label. 

2. The data submitted corresponding to guidelines 830.1550 (rroduct identity and composition), 
8]0.1600 (description of materials used to produce the procuct), 830.1650 (description of 
formulation process), 830.1670 (discussion on the fom1ation ofimpurity), 830.1750 (certified 
limits), and 830.1800 (enforcement analytical method) are <tcceptable. 

3 The product chemistry data/waiver requests corresponding tJ guidelines 830.6302 (color), 
8:10.6303 (physical state), 830.6304 (odor), 830.63 14 (oxid.ttionlreduction), 830.63!5 
(llammability), 830.6316 (explodability), 830.7000 (pH). 810.7100 (viscosity). and 830.7300 
(density) are acceptable. 

4 The storage stability (guideline 830.6317) and corrosion chaacteristics (guideline 830.6320) 
s1 udies were not submitted. These physical/chemical properties are required and it is 
recommended that observations should be made at 0, 3, 6, 5', and 12 month intervals. 

5. T:1e proposed label was screened as it pertains to the product chemistry requirements. 
T·te review of the proposed label and uses are the purview cfthe RM team. 

5 
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EFFICACY REVIEW 

PRODUCT: CSI Fiprinil + Novaluron Spot-on for Dogs 

DATE: May 16,2013 

FILE SYMBOL: 53883-GRE 

Dl' BARCODE: 404008 

DECISION: 465891 

GLP: No 

CHEMICALS: Fipronil (9.8%) + Novaluron (20.0%) 

CHEMICAL NUMBERS: Fipronil - 129121 Novaluron- 124002 

PURPOSE: 
New spot-on treatment for dogs. The submitter is citing all data for fipronil, but provided data for the 
IGR Novaluron !Or flea eggs/larvae/pupae. 

MR!Ds: 

48843211. Dose Titration Probe with Novaluron Squccze-Ons on Dogs Measuring Flea Egg 
Sterilization. 

48843212. Dose Confirmation for a 30 day Claim for a Novaluron Squeeze-On on Dogs Measuring 
Flea Egg Sterilization. 

48843213. Dose Titration Probe with Novaluron Squeeze-Ons on Dogs Measuring Flea Egg 
Sterilization. 

TEAM R~;VIEWER: Autumn Metzger ~-/2 

Autumn Metzger, M-G<V'--- 5/1 0/! 3 
SECONDARY EFFICACY y,, ', '\ , i , ! 
REVIEWER: Jennifer Urbanski, Ph.D. GJ( I,_ v~,\ s rlu·/15 

EFFICACY REVIEWER: 

BACKGROUND 

The registrant is seeking to register thisnew product as a topical spot~on insecticide treatment for the 
control of adult fleas, flea eggs/pupae/larvae, ticks (all life stages). chewing lice, mites and mosquitoes 
on dogs. Ail data is being cited for tipronil and data was only provided on flea eggs, pupae and larvae 
for novaluron. 

The proposed dosing of the combination of fipronil + novaluron is as follows: 

Page 1 of21 



104

0-22 lbs ~ .67ml 
23-44 lbs ~ !.34 ml 
45-88 lbs ~ 2.68 ml 
89-132lbs ~ 4.02 ml 

DATA REVIEW 

The following data review is comprised of explanations of materials and methods, and a summation of 
experimental results containing tables with reformatted data. 

MRID: 48843211. Dose Titration Probe with Novaluron Squcczc-Ons on Dogs Measuring Flea 
Egg Sterilization. 

Objective 

To determine a dosage that would prevent 90% of flea eggs from hatching. 

Set Up 

There were ?groups: 

Groups B 1-86 = 1 dog each dosed with different potencies ofnovaluron at levels: 1%, 2.5%, 7.5%, 
15%, 30% and 45% 

Group 7 = 3 untreated control dogs 

Dogs were of random source or purpose bred dogs of varying sex and hair length. Their weights 
ranged from 22.7 lbs to 27.2 lbs. Ages were not given. Dogs were housed individually in 3x I 0 ft pens 
except during flea collections. Dose rates ranged from 0.2-84.1 mg novaluron/ kg of body weight. 

Dogs were treated on day 0 and infested with 100 cat fleas on days -I, 1 and then once weekly. After 
infestations, dogs were kept in cages and flea eggs were collected overnight from the pans below each 
dog on the 2"d or 3'd day and again on the 61h or ?'h day after each infestation. 

Eggs were divided into 2 groups of25. Group I eggs were incubated for at least 3 days to measure 
fertility of the eggs and were recorded as ''no. larvae." The other egg group was incubated in a flea 
growing medium for 35 days and the number of fleas that developed and larvae that hatched were 
recorded as "no. adults.'' Percent hatch values were measured for each dog and compared to the control 
group. 

. ' 
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TABLE 1 
Ooeo Titration Probe with Novaluron Squaeze-Ons on Dogs 

Moomuring Floa Egg Sterilization 

Dosage 

Dog We!2hl Pol on~ Dosa~;e 

No. Group lb "'--- %'h1W mL mg.lk{J • 
510 A 23.6 10.7 
357 A 23.5 10.7 
509 A 24.2 11,0 

236 B< 23.6 10.7 45.0% 2.0 84.1 

51~ B2 27.2 12.3 30.0% 2.0 48.6 

233 B3 227 10.3 15.0% 2.0 29.1 

'" " 251 t 1.4 7.5% 2.0 132 

512 B5 23.5 10.7 2.5% 7..0 4.7 

234 06 24.6 11.2 1.0% • .. 3 1.2 

MS 2080 • nol-udjusled 1or SG conversion wlw to w/v 

rABLE 2 
Oooo TI!mllon Prob~ W!!h Novo!uron Squoozo-On!l on Oog!l Monur!ng I' loa Egg S!orl!lulion 

Day of Sludy 

·• 
' 3 
7 

' " " " " " " " " 29 

" 36 

MS 2060 

Results 

Larvae Emergence-

C~lond!r ol Evunl11 

neuf~~ lnlo~l 

X 
Tresl 

X 

X 

X 

X 

Cullt'ICI 'i!gga ~Coun! Olrvil<~ 
cn_~y~--

X 6 
X " 
X " X " 
X " X " 
X " X " 
X " X " 

With the exception of day 2 J, the 4 higher rates provided ::=:90% efficacy and ot1en I 00% until day 38. 
Dose rates of 1.2 and 4.7 mg/kg failed early and were eventually discontinued. 

Page3of21 
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TABLE3 {p.age1) 

Dose Titration Probe with Novaluron Squeeze-Ons on Dogs Measuring Flea Egg Sterilization 

Post-troatment Flea Egg Fertility 

3 
"''~""="="'-"'=""~''"'"""'"'--==-N:;_ No ,. 

' Effu:scy No. ·No. % EffiCUC)' 
00 

'" " 510 A 
~ ., 357 A 

Comrol 
Control 37 37 16 6% 

0 509 A - C<:m:rol 34 24% 31 30 14 31 3 10% 

0. Meao 34 38% 33 2 7% ,, 18 32 2 5% 

" +f- sn 
" u 

" u 230 81 ·-"' 
M:: 38 3% 93% 31 0 0% 100% 36 c C% 100% 40 0 0',{, 1C:J% 

0 511 82 48.6 35 3% 92% 37 0 0% 100% 3"\ 0 0% 100% 37 0 0% tOO% 

"' 0 233 83 0 29.1 34 0 0% 100% 34 c 0% 100% 32 0 0% 100% 37 0 0% 100% 
0 

424 84 13.2 37 ' 8% 78% 34 0 0% 100% 35 0 0% 100% 34 0 0% 100% 
'0 

512 85 " 4.7 31 3 10% 7'% 35 3% 60% 31 5 ~6% 59% 34 0 0% 100% 
~ 

234 86 0 1.2 34 3% 92% 32 3% 56% 33 4 12% 76% " 3% 50% 

"' ~ 
~ 
0 

• '" " " ~ u ~ 

0 0 .£ """' 

9 cumul<NNe total of emerged adults pupee 
"D<ly af'.er1raatm~nt when re-:r.tested and whe:1 eggs collect'2d 
Tah:e cells left blmk, pending adult f.ea emergence da-:a avaitah:l:ty. 

"'" " " u "' ""' v, 

~:an -" 
.D 

"'"' " " -., " u <(;:: u 
en 
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TABLE 3 (page 2) 
Dose Titration Probe with Novaluron Squecze-Ons on Dogs Mo<JSuring Flea Egg Sterilization 

Post-treortmcnt Flea Egg fertility 
Em:! hatch arnl adult flea emergenq, '"" 

__ .,_ ~~fTr~;;;;;:r;,_ fJ ~=,=----·---=!,?=-=·--·---·---··-···_.=---"'""""" =··M 14 
"%"' -·-.. ·-·--·----

% Dcg Group Dose rate No. No. % Efficacy Nc. No. % Efficacy No. No. =:tr:cacy No. No 
No. m~ Eggs larvae % Eggs Adults % Eg9s LaNae % Eggs M'Jits 

510 A control I 33 10 "" 35 3% 35 28 74% 35 3 9% 
357 A Control N 37 6 16% 37 1 3% 39 10 26% 37 2 5% 
509 A Con~! " 37 3 6% 38 0 0% 39 7 16% 37 3 6% 

36 6 18% 37 2% 36 14 39% o-_, 3 7% 

236 81 84,1 E 34 0 0% 100% 34 0 0% 100% 38 0 0% 100% 39 0 0% 

511 82 48.6 35 0 0% '!00% 36 0 0% 100% 38 0 0% 100% 38 0 0% 

233 83 29.1 s 39 0 0% ~00% 37 0 0% 100% 35 D 0% 100% 39 0 0% 

'" B4 13.2 3/ 0 0% 100% 33 0 0% '100% 35 2 6% -85% 37 0 0% 

512 85 4.7 T 37 ' 11% 41% 32 0 0% <00:% 37 , 3% 93% 37 0 0% 

234 66 12 35 3 6% 5<% 32 0 ()% 100% 39 2 5% 87% 39 0 0% 

MS2080 "cumulative tobl of emerged adult$ & normal pre-emerge<~ pupae 
tJ. Day after teatment when re·infestro and When eggs collec'..ed 
Table cer.sleft blank.. pending adult flea emerg:!:':nce dffia availability. 

..... ~., 
Effica~ 

% 

100% 

100% 

~00% 

100% 

100% 

100% 

-N 

0 
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TABLE 3 ~pago 3) 
Dose Trtrnt:ion Probe ~th Novaluron Sque£>ze-Ons en Dogs Measuring Flea Egg Sterilization 

Post-treatment Flea Egg Fertility 
Egg hatch and adull r.ea err.crge.noe 

Day af!erTreatment 15 " 21 
·-···-~"~·· ---.,"==~-~ '"' 

Dog Group methoprEne No. No. % Eff:=acy No. No. % Effi:acy Nn:·--·-·No. % Efficsr..:y No_ N-o. %. Efficacy 
No. ~!!!! Eggs Larvae 'k Eggs Aeults % E:ruts Larvae % Eggs Adults % 

510 A Control I 39 21 54% 30 4 11% 35 15 43% 38 ' 11% 
357 A Cootrol N 37 4 11% 40 3 8% 38 10 26% 35 2 6% 
5:)9 A Control F 34 13 30% 37 3 8% 3S 5 16% 37 3 8% 

37 13 34% 37 3 9% 37 10 28% 37 3 8% 

235 81 84.07 E 37 0 0% 10~M 38 0 0% 100% 37 0 0% 100"A 36 0 C% 100% 

511 B1 <6.63 35 0 0% 100'7~ 38 0 0% 100% 35 c 0% 100% 37 0 0% 100% 

233 63 2B.14 s 3B 0 0% 100"(~ 35 0 0% 100% 32 1 3% 89% 35 0 0% 100% . 
424 "' 13.17 34 0 0% 100% 35 0 0% 100% 38 3% 91% 38 0 0% WO% 

512 65 4.69 T 38 11 29% 16% 38 0 C% 100% 35 9 26% 9% 35 0 0% ~00% 

234 65 1_17 37 a 22% 37% 39 0 0% 100% 37 13 -35% -24% 37 0 "' 100% 

MS200D -cumulative total of emerged adu!ts & normal pre-emerged pupa-a 

"Day after treatmer.t when re-infested an-d whsn eggs collected 
Tab!e OOis left blank, pending adult flee emergeoce da1a avai!ab:iif>J. 
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TAEIU:3 (page4) 
Dose Titration Probe with Novaluron Squeeze-ens on Dogs Measuring Flea Egg Sterilization 

Post-trcatmont Flea Egg Fertility 
Egg hatch and adult flea ememence 

"""'mu: . .P~?;?,R;;<~;!L--== ~z -·-~~~"""""" " 28 
' '' . '""'"' ·--·--" '"''"'"'-·-- ---;,k Dog Group methcprene No. No. % Efficacy No, No, % Efficacy No, No, r:tficacy No, No % "'"' No, m % s Adults % E s Larvae % E as Adults % 

510 A Corrtrol 32 16 50% 31 6 19% "' " 53% 39 6 15% 
351 A Control N 38 9 24% " 3 9% 39 12 31% 37 6 L6% 
509 A Control F 36 12 33% 32 5 "!5% 35 7 20% 34 2 6% 

35 12 36% 32 5 15% 36 12 35% 37 5 t2% 

236 91 84.07 E 37 ' 3% 92% 35 0 0% 1CO% 39 0 0% 100% 38 0 0% 1CD% 

51~ 82 48.63 34 0 0% 100% 35 0 0% 1CO% 35 0 O% ~00% 35 0 0% 100% 

233 B3 29.14 s " 1 3'% 97% "' 0 0% 100% 36 3% 92% 35 0 0% 100% 

424 84 -:3.17 34 0 0% 100% 36 0 0% 100% 39 1 3% 93% 35 0 0% 100% 

512 85 4.69 T Dtsccntin ued 

23' 86 1.17 Disr..cntin!Jed 

MS 2C3D • CUJTI'.Jiative total of emerged ;dults & norma! pre-emerged pupae 
11 Day after ~eatmetlt when re-infested and when eggs collected 
Table cel:s left blank, per.C!1ng adu!t fle<1 emergence aa:a availOOiEty. 
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1 ABLE 3 {page 5) 
Dose Titration Probe with Novaturon Squeeze-Ons on Dogs Measuring Flea Egg Sterilization 

Day after T rca:rncm 
Dog Group methoprerte' 
No. mg/kg 

510 
357 
509 

236 

511 

233 

424 

MS208D 

A 
A 
A 

81 

B2 

B3 

34 

Control 
Control 
Control 

84.07 

4863 

29.14 

13 17 

No. No. 
Eggs Lmvae 

Post-treatment Filla Egg Fertility 
Egg hatctl a:1d adult flea emergence 

I 
N 
F 

33 10 30% 
8% 
31% 
23% 

3439% 20630% 21210% 

" 3 26 8 
35 3% 26 15 58% 20 5 
36 "'} 6% 30 10 33% 37 4 

32 7 35 2 6% 25 10 40% 26 

E 41 

39 

s 37 

35 

T 

0 

2 

2 

0% 100% 38 

3% 89% 37 

5% 76% 37 

6% 75% 

0 

0 

0 

0 

C% 100% 

0% 100% 

0% 100% 

0~ 100% 

36 

33 

33 

18 

• C"Jmulative total of emerged adults.& oorrr.al pre .... "merge<l pupae 
~ Day after treatment when re-infeste-d and ...men eggs collectecl 
Table cells te-lt blank. pending adult flea emergence data availabi:ity. 

0 

0 

0 

0% 100% 38 

0% 100% 43 

C% 100% 42 

2 11% ?2% 15 

0 

0 

0 

0 

25% 
11% 
15% 

0% 100% 

0% 10C% 

0% 100% 

0% ~00% 

~ 

N 
~ 
0 

"" ~ 
~ "" ~ 0 0. 
B 
~ 
~ 

0 
~ 
0 
-u 
~ 
5 
§ 
c 
§ 
~ 

"' -~ 
~ 

~ -c 
0 
~ 

E 
" > 
0 
~ 

" E ~ ·-> rn --u 
";!'. ~ 
'D 0 
o-: ·~ 
- N ~--
cf)::::: 

-"' ~ 
~ 0 

"''" E "" ro "" 0 
M 

" - 0 _, 
" ..c ..c ---u = v 0 

"' E 
~ ·-:0 ~ 
" ~ -= tj,£ 

0 ,., = -~ " 0 = ~ 

B " u 
~~ = 0 ..c 0 u f-- = 



111

Neither marketing claims nor the registration of the product are supported by this study. 

48.843212. Dose Confirmation for a 30 day Claim for a Novaluron SqueczeMOn on Dogs 
Measuring Flea Egg Sterilization. 

Objective 
To determine the dosage ofnovaluron in a spotMon that is efticacim1s for sterilization of fleas for 30 
days. 

Set Up 

Twelve dogs were divided into one of2 gr011ps: 

Group A (n"'-'6 dogs)= treated w/novaluron at 20% w/w or 13.2 mg/kg 
Group B (n= 6 dogs)= untreated controls 

Dogs were of random source or purpose bred dogs of varying sex and hair length. Their weights 
ranged from 15.5 lbs to 35lbs; ages \vcre not given. Each dog received an exact dosage of' 13.2 mglkg 
novaluro11, which would be the minimum dosage of a 120 lb maximum weight dog. Dogs were housed 
individually in 3xl0 ft runs. 

Dogs were treated on day 0 and infested with I 00 cat fleas on days I (24 hours after treatment) and 
once weekly afterward until day 35, with the exception of day 21 when fleas were not available. Flea 
eggs were collected 3 & 7 days after each infestation. 

Eggs were sorted into 2 aliquots of -25 each and incubated for either 3 days to measure the number of 
eggs that hatched (no. larvae) or incubated in a flea growing medium for 35 days to determine the 
number of fleas or larvae that developed (no. adults). Day 38 adult emergence tests failed through 
absence of control emergence. Percent hatch values were calculated for each dog and compared to 
control group. 

Page 9 of2l 
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TABLE1 
Dose Conflrmatlon with a Novaluron Squeez!H>n on Dogs 

Measuring Flea Egg Storflt:eation 
Dosage 

Group A- tcl!lro!s 

Group B- Novnl;.~ron Spot-en, Forrm.:!a # Ecs-F-o.-:o. Lot# Ecs--25--65 
Pcta-ncv wtw ?.0% 

Dog Weight Dosage 
No. Gr01.;p tb kg ml mnJI'~ 
510 A 22.4 JO.:Z 
357 A 20.8 3.4 
509 A 23.1 10.5 
454 A 17.5 1.9 
393 A 30.3 13.7 
446 A 34.9 15.8 

Mean 24.8 11.3 
+I~ S.D. 65 2.9 

422 • 22.< 10.2 0.67 13.2 ,., a 35.0 15.0 1.05 13.2 
461 B 3~.3 14.2 O:!t4 13.2 
496 8 33.9 15.4 1.C1 13.2 
469 8 18.7 a.s 0.-56 13.2 
497 B 15.!i 7.0 0.46 13.2 

Mean 26.1 11.9 
+1- S.D. 8.3 3.8 

MS 2030 2 

Results 

The mean efficacy for the number oflarvae that hatched stayed above 90% up to day 38 and the adult 
emergence stayed above 90% up to day 35 for treated groups. 

The controls for the larvae ranged from 42-72%, which is acceptable. The mean adult emergence in the 
control group only ranged from 2-29% often with values below 5%, which is unacceptable. The 
registrant was contacted and asked about rationale for this low control adult emergence and a response 
was received via email on 215113 from Exponent, the representative of Control Solutions. The response 
included that these were typical control results fi:om the lab and it is believed that in nature this is 
compensated by f1ca's prolific egg production; however there is no data to shov .. · the normal adult 
development ratio in nature. In addition, they felt that it is irrelevant since the egg hatch shows 2:90% 
flea egg sterilization for 38 days. 

See tables below. 

Page 10 of21 
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TABLE 3 (page 1) 
Dose Conflrmatlon wlth Novaluran Squeoze-Ons on Dogs Measuring Flea Egg Sterilization 

Post-treatment Flea Egg Ferttltty 

Day after Treatment "ri!'i'' 1-
.S.~~~~ ewewence 

~ - - - -r ' /'<) ''N'o'.'' - ·-"r=,....~==='"=~~=~'""·'="' % - Eff'!Cat:Y No_ "No. % [1ficacy Dog Gmup i<§i· No % Eflicncy No. ~ No ·v~ Elf:::.c'ICy No NCl. 
No. ;;t'S Eoos l.iuvtt8 Hn1Gl1 % 2JJ1~f:c.~ults "/, Egns lawae HatCh % Em,rs Adult:> % 

510 A I 38 31 S2% 39 5 13% .., 32 80% 45 16 36% 
357 A ,N 35 17 49% 34 4 12% 37 24 65% 40 6 15% 
500 ,, -F 38 18 47% 40 4 10% 36 11 31% 38 4 11% 
464 A E 30 21 55% 34 1: 32% 40 36 90% 40 18 45% 
393 A s 38 35 92% 38 13 :14% 32 28 88% 43 25 58% 
446 A T 39 26 67% 40 7 ~6% 31 29 /8% 39 ' 10% 

Mean 3B 25 65% 38 7 20% 37 27 72% 41 12 29% 
+/-SO 1 , 

18% 3 4 11% 3 9 22% 3 9 20% ' 
422 8 " " 33% 50% 34 0 0% 100% 39 0 OJ; 100% 41 0 0% 100% 
468 8 " 0 O% 100% 41 0 0% 100% 40 0 O% 100% 32 0 0% 100% 
461 B 44 0 0% 100% 38 0 0% 100% 41 0 0% 100% 41 0 0% 100% 
49B B 40 0 0% 100% 41 0 0% 100% 37 0 OJ< 100% 38 0 0% 100% 
469 B 33 0 O% 100% 38 0 0% 100% 39 0 0% 100% 36 0 0% 100% 
497 " 40 0 0% 100% 40 0 0% 100% 41 0 0% 100% 38 0 0% 100% 

Mean 40 2 5% 92% 38 0 0% 100% 40 0 0% 100% 38 0 0% 100% 
+f SD ' 5 13% 20% 3 0 0% 0% 2 0 0% 0% 3 0 0% 0% 

MS208D2 ' cumulative total of lml&rg<;d adults & r:ormel pre,emerged p:.~pae 
'Day after treatm~nt when re-infested and when eugs collecteO 
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TABLE 3 (page 2) 
Dose Confirmation with Novaluron Squeeze-Ons on Dogs Measuring Flea Egg Sterilization 

Post-treatment Flea Egg F~rtillly 
Egg hatch and adult flea emer~nce 

~~ .. :E~atmeE._. 7 10 14 
···-·-""=~~ '"===-==·"=·=,_-'"""'"'' ·-"""' - -. 

Dog Group No. No. % Effcacy No ~ Nn % Eltk>B::y No No. '% l::llic~t No. 'No. % Eflicacy 
No Eggs Larvae % Eggs Adull~;; % _ ~}~_ggs Larvae % Eggs Adults % 

510 A ' 37 25 68% 39 0 0% " 24 63% 38 0 0% 
357 A N 32 18 55% 32 0 0% 39 20 51% 37 3 8% 
509 A F 39 ' 23% 38 1 3% 33 14 42'* 42 4 10% 
464 A E 39 23 59"/, 32 2 8% 34 " 68% 39 6 15% 
395 A s 36 26 72% 39 2 5% 32 27 84% 38 12 32% 
448 A T " 28 82% 30 0 0% 40 29 73% 38 2 5% 

Maan 38 22 60% " 2% 35 23 64% 39 2 12% 
+1- so 3 7 20% 4 3% 3 5 15% 4 11% 

422 B ) 39 0 0% 100% 35 c 0% ~00% 3f Q 0% 10:>% 34 0 0% 100% 
468 8 N 36 0 0% 100% " 0 0% 100% 39 Q 0% 10~b 34 0 0% 100% 
461 8 

·ri 
36 0 0% 100% 33 0 0% 100% 33 0 0% 100% 35 0 0% 100% 

498 8 36 0 0% 100% 34 0 0% 100% 32 0 0% 100% 34 0 0% tOO% 
489 8 s 33 0 Ol\ ~00% 34 0 0% 100% 33 0 0% 100% " 0 0% 100% 
497 8 T 34 0 0% 000% 33 Q 0% 100% 39 0 0'% 100% 39 0 0% 100% 

Mean 36 0 0% 10G% 35 0 0% 100% 36 0 0% 100% 38 0 0% 100% 
+I-SD 2 c 0% 0% 2 0 0% 0% 3 0 0% 0% 2 b 0% 0% 

MS20802 • cumuklti11o total of emerged adults 8. normal pre-emerged pupae 
11 Day aner :reatment when m-tnfested and when eggs collected 
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510 
357 
51)9 
<64 
393 
448 

Maan 
+/-so 

422 

"' 461 
498 
489 
497 

Moan 
+I-SD 

MS 20802 

TASL.E 3 (page 3) 
Dose Confirmation with Novaluron Squeeze·Ons on Dogs Measuring Flea Egg Sterillzation 

A ,I 36 ,. 72% 41 2 5% 34 58% ,. 3 
A N 36 31 82% 37 3 8% 34 82% 38 3 
A F 40 21 53% 36 1 3% 30 59~;; 39 2 
A E 42 23 55% 42 6 14% 41 49% 37 
A s 32 28 88% 36 12 33% 35 80% 33 
A T 23 18 78% 23 2 9% 31 87% 32 3 

35 25 71% 36 4 f2% 36 24 57% 36 2 
7 5 14% 7 4 11% 4 3 14% 3 

" ·' 30 1 3% 95% 33 0 0% 100% 35 0 0% 100% 32 0 
u 'N, 38 c 0% 100% 31 0 0% 100% 37 0 0% 100% 35 0 
B F 33 0 0% 100% 33 0 C% 100% 19 0 0% tOO% 19 0 
B E ~iS 0 O% 1CO% 37 0 0% 100% 30 0 0% 100% 37 0 
B s 35 0 0% 1CO% 32 0 C% 100% 36 0 0% 100% 19 0 
s T 31 0 0% 1CO% 32 0 0% 100% 3-1 0 0% 100% 34 0 

34 0 1% 99% 33 0 0% 100% 32 0 0% 100% .29 0 
3 0 1% "' 2 0 0% C% 7 0 ()% 0% 8 0 

• cumulative iotal of emorged adutts & no~mal pre-emerged pupae 
:J Day aftef ~eatmentwhen re.-infusted ar.d wt:eo eggs co11ected 

8% 
8% 
5% 
3% 
3% 
9% 
6% 
3% 

C% 
C% 
0% 
0% 
C% 
0% 
0% 
0% 

fOO% 
100% 
100% 
100% 
100% 
100% 
100% 
0% 

-N 

""' 0 

"' -
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TABLE 3 jpage 4) 
Dose Confirmation with Novaluron Squeeze-Ons on Dogs Measuring Flea Egg Sterilization 

Post-treabncnt Flea Egg Fertility 
egg halch and adull nca emergence 

Day a~r Treatment 14 24 " "~--·- ,.--=-=-~-~-=·-~ ~+:- ;;m;;;:;cy Dog Groop No. No. " Emcacy No. ·No o/o dlk;m;y N:'l No % EfU0VlC'J No ' No 
No - Egss larvaa " Eggs Adu:ls % E;,as Larvae % Eoos Adults % 

510 A I " 29 S5% 39 2 5% 33 23 70% 36 2 6% 
357 A N 39 19 49% 41 3 7% 34 26 76% 36 ' 5% 
509 A F " 14 34% 45 3 7% 37 11 30% 35 1 3% 

"" A E 39 26 57% " 5 12% 37 27 73% 37 I 3% 
393 A s 35 31 89% 37 4 11% 34 24 71% 33 1 3% 
448 A T " 19 66% 32 1 3% 34 13 36% ~1 ' 6% 

Maan 36 23 62% 40 3 7% 35 21 60% 35 ' 4% 
-tJ. SD 5 7 18% 5 3% 2 7 20% ' 2% 
422 B :·'J 30 0 0% 100% 31 0 0% 100% 24 4 17% n% 6 0 0% 100% 

"' B ·N. 40 0 0% 100% 39 0 0% 100% 38 1 3% 96% 35 0 0% 100% 
461 B F 16 0 0% 100% 16 0 0% 100% 20 0 0% 100% 22 0 0% 100% 

'" " E 38 1 3% 96% 40 0 0% 100% 3B 1 3% 96% 37 0 0% 100% 
489 B s. 24 2 8% 86% 24 0 0% 100% 8 0 0% 100% 8 0 0% 100% 
497 B T 32 0 0% 100% 33 0 0% 100% 19 1 5% 91% 10 0 0% 100% 

Moon 30 2% 97% 31 0 0% tOO% 25 5% 92% 20 0 0% 100% 
·~!* SD 9 3% 5% 9 0 0% 0% 12 6% 11% 14 0 0% 0% 

···--· MS2080 2 o cumulative Iota! of emerged adults & normal pre-emerged pupae 
11 

Day after treatmsnt when re-infested and vlhen eggs coUeded 
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TABLE 3 (pase 5) 
Dose Confirmation with Novaturon Squeoze-Ons on Dogs Measuring Flea Egg Sterllizal!on 

Post·treatment Flea Egg fertility 
~tch and adult flea emer erJoe 

,J?Z!if!er Treatment '"" 31 35 -Dog Group No, No, " " Ef'icacy No, ~No. % Efficacy No No, " " Efficacy No, ·No. % Efficacy 
No. - Eggs larva.o % Eggs AdUV.n % . E;;gs lruv:w ----·y!..__ _ _§.g_~~dul!_? __ _____21::_ __ 
510 A I 32 " 19% 35 1 3% 33 13 39% 33 , 6% 
357 A N 35 10 46% 39 2 "' 32 24 ?5% 35 2 6% 
500 A F " 10 26% 37 1 3% 37 14 38% 38 0 0% 

""' A E 35 9 25% :lB 0 0% 37 14 38% 39 0 0% 
393 A s 31 18 58% 38 3 8% 34 27 79% " 7 6% 
448 A T 38 31 82% 38 3 8% 32 29 91% 33 3 9% 

Mean 35 15 42% 38 2 4% 34 20 60% 35 ' 4% .,.,_ sn 3 9 24% 1 1 3% 2 7 24% 3 4% 
422 B I 39 0 0% 100% 37 0 0% 101% " ' 6% 90% 37 0 0% 100% , .. B N 38 0 0% 100% 34 0 0% 100% 38 3 8% 87% 36 0 0% 100% 
461 " .f. 35 1 3% 93% 37 0 0% 1001\l. 38 0 0% 100% 38 0 0% 100% 
498 B E 32 0 0% 100% 3B 0 0% 100% 32 0 0% 100% 34 0 0% 100% 
469 B s 35 0 0% 100% 32 0 0% 100% 30 2 7% 89% 30 0 0% 100% 
497 B T 39 1 3% 94% 33 0 0% 100% 38 0 0% 100% 35 0 0% 100% 

Mesn 35 0 1% 98% 36 0 0% 35 1 3% 94% 35 0 0% 100% 
ti- so 3 1 1% 3% 2 0 0% 4 4% 6% 3 0 0% 0% 

MS200D2 • cumulative rota! ol emerged adults & notrr:.a1 pre-emerged p.apae 
11 

Da'i after ~eatment \1\fllen :-e-!nfestad and Wilen eggs col~ed 
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48843213. Comparative Efficacies of a Fipronil + Novaluron Spot-on and Frontline Plus against 
Fleas (Ctenocephalides felis) and Ticks (Rhipicephalus sanguineus) on Dogs. 

Objective 
To compare the labeled dose of the novaluron spot-on to an untreated control and Mcrial's Frontline 
Plus for dogs in controlling adult cat fleas and Brown dog ticks. 

Set Up 

Eighteen dogs were divided in to 3 groups: 

Group A (n=6 dogs)== untreated controls 
Group B (n= 6 dogs)== treated with fipronil- 9.8%, novaluron at 20% (as labeled .67ml for dogs <22 
lbs and 1.34 ml for dogs >22lbs) 
Group C (n==6) =Frontline Plus for dogs, fipronil + S-Mcthoprene (EPA Reg No. 65331-5) 

Dogs were treated on day 0 and infested with 100 cat fleas and 50 R. sanguineus ticks on days -I, 7, 
14, 21, & 28. Flea/tick counts were performed -24 hours after infestation and again 48 hours later and 
were removed at 48 hours. 

Efficacy was determined by the mean number of live fleas/ticks on the treated vs. untreated controls. 

Results 

Flea 
Novaluron treated dogs had >90% efiicacy at every 24 hour and 48 hour count (typically atl 00%) up 
to day 30 (see tables below). 

Tick 
Novaluron treated dogs had >90% efficacy at every 48 hour count up to day 30 and C\'ery 24 hour 
count up to day 30 with the exception of day 1 which had 76% efficacy (see tables below). 

Page 16 of21 
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TABLE 3(Page 1) 
Comparative Effieaclos of a Fipronil + NOV3iuron Spot-on and Fron!line Plus against Fleas 

(Ctcnooophalides fuli5) and Ticks {Rhipicephalus sanguineus) on Dogs. 
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TABLE 3 (Pag~ 2) 
Compamtive Efficacies of a Fipronil + Novaluron Spot-on and Frontline Plus ogainst Ffflns 

(Cten~>eephalldc.s feHs) and Ticks (Rhi~lceplr.!.lus san11uineus) on Dogs. 
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TABLE 4 (page 1) 
Comparative Efficaclos of a Fipronil + Novaluron Spot-on and Frontline Plus agn!nst Fleas 

(Ctenocephalides fells) and Ticks {Rhipicephalus songl.tineus) on Dogs. 
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Conclusion 

The dose given of the fipronil + novaluron combination product was efficacious against adult cat fleas 
and adult R. sanguine us ticks on dogs for up to 30 days. 

Claims 

The following claims are acceptable: 

• Any claim referring to killing adult tlcas or flea eggs for up to l month [30 days] 
• A It claims on proposed label for ticks, mosquitoes and chewing lice are acceptable based on 

cited data provided 

Page 20 of2! 
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The following claims are not acceptable based on the data provided and must be removed from the 
proposed label: 

• Any claim referring to flea larvae or pupae 
o Any claim referring to "All life stages" of tleas 
o ''Completely" breaks the flea life cycle 
o "Seven and 8 way protection" needs to be revised to not include flea larvae and pupae 

Other claims: 

o Revise the weights for dogs as according to the companion animal safety memo 
o Qualify ''long lasting" 
o Delete "specially fonnulated" 

In addition, delete the following claims as they were not tested on this combination: 

o "Fast acting" 
e "Dogs can be bathed 24 hours after treatment" 
o ''Patented technology" 
o "\VaterprooC' 
e "Remains effective even after bathing, water immersion, or exposure to sunlight" 

Page 21 of21 
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RE: 53883-GRE, efficacy question 
James Messina to: Autumn Metzger 
Cc: "Anne Turnbough (aturnbough@ControiSolutionslnc.com)'' 

This message has been forwarded. 

Dear Autumn, 

02/05/2013 09:04AM 

We reviewed EPA's question regarding the efficacy data (MRID 488432212) submitted to 
support the pending registration application under 53883-GRE. The Agency noted that this study 
demonstrated low adult emergence for the controls (often below 6%) on many of the days. We 
contacted the performing laboratory and the study author (Tom Miller, Ph.D.) and Dr. Miller 
provided the following response: 

The procedures that are used in the adult flea emergence component of these studies have 
historically not resulted in high control adult flea emergence ratios at 1 month after incubation, 
because this system is artificial. In nature, this low yield of adults is compensated by the high 
biotic potential of the flea's prolific egg production. In most biological systems, that do not have 
parental care, juvenile survival to adulthood of 5% is a high estimate and in many systems it is 
much less than 1%. There are no data to actually show what is the normal adult development 
ratio from flea eggs in nature, i.e., the dog's home environment. 

The concern about adult flea emergence is for practical purposes irrelevant since the egg hatch 
data shows 90% and higher flea egg sterilization for 38 days, 8-10 days beyond the proposed I 
month label claim. No flea egg survival means no adult flea emergence. Irrespective of the low 
control emergence results, these values are close to, or better than the flea egg hatch inhibition 
data for the same date. Also higher efficacy based on adult flea emergence is to be anticipated, 
since the developing flea larvae in the culture media preferentially feed off adult flea frass (thafs 
why their guts are usually colored red) and the frass is usually contaminated with the IDI, as are 
the egg shells from which these larvae hatch. Because the eggs picked out the amount of essential 
frass is miniscule, compared with nature. 

We hope that the above addresses the Agency's question. If you need additional information, 
please contact Anne or me. 

Best Regards, 

James Messina 
Exponent 
202.772.4932 office 
301.908.1181 mobile 

From: Metzger.Autumn@epamail.epa.gov [mailto:Metzger.Autumn@epamail.epa.gov] 
Sent: Tuesday, January 15, 2013 11:41 AM 
To: James Messina 
Subject: 53883-GRE, efficacy question 
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Hello James, 

In reviewing the efficacy data for the IGR qualities of Novaluron, MRID 48843212 has very low adult 
emergence for the controls often below 6% on many of the days_ I am not seeing anything in the report to 
discuss why this may have occurred or why the data should be considered acceptable. We will need some 
sort of rationale in writing. 

Autumn Metzger 
Biologist 
U.S. Environmental Protection Agency 
Insecticide-Rodenticide Branch 
Registration Division (7505P) 
1200 Pennsylvania Ave. NW 
Washington, DC 20460 

Tel: 703 305-5314 
Fax: 703 308-5433 
Email: metzger.autumn@epa.gov 
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John, 

CSI Revised End-Use Formulation 
James Messina to: John Hebert 
C . Autumn Metzger, "Anne Turnbough 

c. (aturnbough@ControiSolutionslnc.com)" , Matthew Feinberg 

11/16/201212:58 PM 

On behalf of our client Control Solutions, Inc. (CSI), Exponent is requesting to withdraw our ,October 18,.. 
2012 submjssjQJl.(attached) of a new end-use formulation for EPA File Symbo/53883-GRE. We request 

- ------~ 

that the data (with assigned MRIDs) be left on file with EPA as we plan to cite it in a future submission. 

If you have any questions, please contact me. 

Best Regards, 

James Messina 
Principal Regulatory Consultant 
Exponent 
Center for Chemical Regulation and Food Safety 
1150 Connecticut Avenue, N.W. 
Suite 1100 
Washington, DC 20036 
202-772-4932 
202-772-4979 fax 
301-908-1181 cell 

'- \Ot\''n:':J CX'i<J10~ ~mu\cu{o 
+Yi<-\1\ ol_d)c ~m ou_g n 1 V\ 

\\Cl~ \~ 

CONFIDENTIALITY NOTICE: This electronic transmission (including any files attached hereto) may 
contain information that is privileged, confident'1al and protected from disclosure. The information is 
intended only for the use of the individual or entity named above and is subjee:t to any confidentiality 
agreements with such party. If the reader of this message is not the intended recipient or any employee or 
agent responsible for delivering the message to the intended recipient, you are hereby notified that any 
disclosure, dissemination, copying, distribution, or the taking of any action in reliance on the contents of 
this confidential information is strictly prohibited. If you have received this communication in error, please 
destroy it immediately and notify the sender by telephone. Thank you 

-,: 
Fip+Novaluron Cover Letter 1 0-18-2012.pdf.pdf 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

VV.A.SHINGTON, D.C. 20460 

CONTROL SOLUTIONS, INC. 
5903 GENOA-RED BLUFF ROAD 
PASADENA, TX 77507-1041 

November 06, 2012 

Report of Analysis for Compliance with PR Notice 11-03 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREvHHION 

Thank you for your submittal of 19-0CT-12. Our staff has completed a preliminary analysis 
of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of data 
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master 
Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in all future 
references to these documents. Thank you for your cooperation. If you have any questions 
concerning this data submission, please raise them with the cognizant Product Manager, to whom 
the data have been released. 
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UNI1 .... 0 STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

ANNE TURNBOUGH, PH.D. 
CONTROL SOLUTIONS, INC. 
5903 GENOA-RED BLUFF ROAD 
PASADENA, TX 77507-1041 

October 31,2012 

PRODUCT NAME: CSI Fipronil + Novaluron Spot-On for Dogs 
COMPANY NAME: CONTROL SOLUTIONS, INC. 
OPP IDENTIFICATION NUMBER: 
EPA FILE SYMBOL: 53883-GRE 
EPARECEIPTDATE: 10/19/12 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

The Office of Pesticide Programs has received your application for an amendment and it 
has passed an administrative screen for completeness. 

During the initial screen we determined that the application appears to qualify for fast 
track review. The package will now be forwarded to the Product Manager for review to 
determine its acceptability for fast track status. 

If you have any questions, please contact Registration Division, Risk Management Team 
7, at (703) 308-6249. 

Sin~ 

Front End Processing Staff 
Information Services Branch 
Information Technology & Resources Management Division 
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IFee for Service! {925967\-

This package includes the following 

0 New Registration 

I c~ Amendment 

I 0 Studies? '' Fee Waiver? 

j cc volpay % Reduction: __ , 
'---------------------- -------------------------------------...! 

~---~ ~ - ------------------ -, 
c for DIVISion I 

0 AD 
0 BPPD 

Risk Mgr. 

~----- ---------------------- ----------------------------------------------- ----- --------

1 Receipt No. s-1 925967 I 
EPA File Symbol/Reg. No. I 53883-GRE I 

, Pin-Punch Date: I 1 0/19/2012 I 
I ------------------------------------------------ --------- ---- --------- --------

:P--~~i~=r~~~~~~-~~t~,~~:n~~~i~doecisions:-! 
! ' ' 

Requested: I I 
Granted: ._I __ _____JI 

Amount Due: $ __ _ 
i i 
! L _________ _ 

~~ ~~~~~-lear J f -;?r:tended ~-~~------~ 
Reviewer:._----tf/--\-f-~7'\c--t>L-J.---_::') ___ _ 

Uncleared Inert in Product 

Date: I 0 D rff?--, 

Remarks: 
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PI d ease rea ' fnslructions on reverse before completing 10rm. Form Approved. OMB No. 2070-0060. A proval expires 05-31-98 

United States ~~Registration OPP Identifier Number 

EPA Environmental Protection Agency 0Amendment 
Washington, DC 20460 0 Other 

Aoolication for Pesticide -Section I 
t. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

53883-GRE John Hebert 

4. Company/Product (Name) 
Control Solutions, lnc.ICSI Fipronil + Novaluron Spot on lor Doos 

S.PM# 7 ~None 0Restricted 

5. Name and Address ol Applicant (Include ZIP Code) 6. Expedited Rev lew. In accordance with FIFRA Section 3( c )(3)(b)(t), my 

Control Solutions, Inc. product is similar or identical in composition and labeling to: 

5903 Genoa Red Bluff 
Pasadena, TX 77507 EPA Reg. No. 

Product Name 

D Checkiflhisisanewaddress 

Section II 

D Amendment- Explain betow. D Final printed labels in response to Agency letter dated XX-XX-XX 

D Resubmission in response to Agency letter dated XX-XX-XX D "Me Too'· Application 

D Nobfication - Explain below. ~ Other- Explain below. 

Explanabon: Use additional page(s) il necessary. {For section I and Section II.) 

Submission of additional support data for a registration application for the new end~use product CSI Fipronil + Nova!uron 
Spot~on for Dogs. 

Section Ill 
1. Material This Product Will Be Packaqed In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type ol Container 

[S] Yes· ['2J Yes DYes 0Metal 

0No 0 No IZJ No [S] Plastic 

II"Yes" No. per II"Yes" No. per 
0Giass 

*Certification must Unit Packaging wgt. Container Package wgt. Container 
0Paper 

be submitted 0.023 11 oz (0.67 ml) I t, 2, 3, 4, 5, 

0.045 11 oz (1.34 ml) 6, t2, 24 viuls I Oother (Specify) Plastic Bag 
0.09t 11 oz (2.68 ml) 
0. t 36 f1 oz {4.02 ml) 

3. Location ol Net Contents lnlormation 4. Size(s) Retail Container 5. Location ol Label Directions 

['2JLabel 0 Container 0 023 ll oz{0.67 ml) 0 045f! or.(l.34 ml), 0 091 II Don Can 
oz (2.68 ml), 0. t 36 f1 oz (4.02 ml) !2]on Labeling accompanying product 

6. Manner in Which Label is Affixed to Product !:dlithograph !Slather 

0Paper glued 

Ostenciled 

Section IV 
1. Contact Point Complete items direcll below for idenlificallon of individual to be conlacted. ff necessarv, lo process !his application. 

Name Title Telephone No. (Include Area Code) 

Anne Turnbough Director, Regulatory Affairs 281-892-2532 

Certification 6. Date Application 

I certily that the statements I have made on this lorm and all attachments thereto are true, accurate and complete. I Received 

acknowledge that any knowingly lalse or misleading statement may be punishable by fine or imprisonment or both (Stamped) 
under aoolicable law. 

2. Signature 
\ 1YJ --c;r(<-boc..~: 3. Tille 

BY: I ........ !" Q. ' Director, Regulatory Affairs 

4. Typed Name: Anne Turnbough 5. Date: 10/18/2012 
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TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Control Solutions, Inc. (EPA Company No.53883) 
5903 Genoa Red Bluff 
Pasadena, TX 77507~1041 

CONTACT PERSON (Return to} 

Anne Turnbough 
Control Solutions, Inc. 
5903 Genoa Red Bluff 
Pasadena, TX 77507-1041 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE: 

This submission is to provide additional support information for the pending the EPA 
registration application for the new end-use product CST Fipronil + Novaluron Spot-On for Dogs 
(EPA File Symbol 53883-GRE). 

SUBMITTAL DATE: 

October 18,2012 

Volume Study Title MRIDNo. 
I Administrative Materials 48932300 
2 Group A Product Chemistry for the End-Use Product CSI 48932301 

Fipronil + Novaluron Spot-On for Dogs 
3 NF2 Spot-On Product Chemistry 48932302 
4 NF2 Spot-On Acute Oral Toxicity (UDP) in Rats 48932303 
5 NF2 Spot-On Acute Dermal Toxicity in Rats 48932304 
6 NF2 Spot-On Acute Inhalation Toxicity in Rats 48932305 
7 Acute Eye Irritation Study in Rabbits 48932306 
8 NF2 Spot-On Acute Dermal Irritation in Rabbits 48932307 
9 NF2 Spot-On Skin Sensitization in Guinea Pigs 48932308 
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co L 

lncGrporaied 

A ~ln!dtte>hhn-Agan ComJ>a~>y 

October 18,2012 

John Hebert, PM7 
Office of Pesticide Programs (7504P) (REGFEE) 
U.S. Environmental Protection Agency 
Document Processing Desk 
Room SA900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: Pending Registration Application S11pport for a Revised End-Use Fonnulation 
CSI Fipronil + Novaluron Spot-On for Dogs (EPA File Symbol 53883-GRE) 

Dear Nfr. Hebert: 

Please find enclosed a CD that contains a revised application package for the pending Pesticide 
Registration Application for CSI Fipronil + Novaluron Spot-On for Dogs (EPA File Symbol53883-
GRE). h1cluded on tlris CD is: 

• Transmittal Document; 
• Application for Pesticide Registration (EPA Form 8570-1); 
• Revised Confidential Statement of Formula (Basic and Altemates, EPA Form 8570-4); 
• Formulator's Exemption Statement (EPA Fonn 8570-27); 
• Certification with Respect to Citation of Data (EPA Form 8570-34); 
• Revised Data Matrix (EPA Form 8570-35)- EPA and Public Versions; and 
• Copies ofthe Supporting Studies. 

Should you have any questions regarding this CD, or any of the files contained within, please do not 
hesitate to contact me at atumbough@controlsolutionsinc.com or at 281-892-2532. 

SinceTely, 

,A~.Q__ «;Turt"-boc..:>~ 
Anne Turnbough Ph.D. 
Director, Regulatory Affairs 

Enclosures 

5903 Genoa Red Bluff • Pasadena, TX 77507-1041 
281-892-2500 • Fax 281-892-2501 

• . www ,_controlsol utionsinc.com 
• 800-242-5562 



Form approved. OMS No. 2070~0060, 2070-0057, .:<.170-0107, 2070-0122, 2070-0164. 

&EPA 
United States 

Environmental Protection Agency 
Washington, DC 20460 

Formulator's Exemption Statement 
(40 CFR 152.85) 

Appllcanrs Name and Address EPA File SymboVRegistration Number 

Control Solutions, Inc. 
53883-NEW 

5903 Genoa Red Bluff Product Name 

Pasadena, TX 77507-1041 CSI Fipronil + Novaluron Spot-On for Dogs 

Date of Confidential Statement of Formula (EPA Fonn 8570-4) 

09/25/2012 
As an authorized representative of the applicant for registration of the product identified above, I certify that: 

(1) This product contains the following active ingredient(s): 

Fipronil 
Novaluron 

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the manufacturing. 
formulation or repackaging another product which contains that active ingredient which is registered under FIFRA Section 3, is purchased by 
us from another person and meets the requirements of 40 CFR section 158.50(e)(2) or (3). 

(3) Indicate by checking (A) or (B) below which paragraph applies: 

7: (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is attached to this statement. 

That formula statement indicates, by company name. registration number, and product name, the source of the active ingredient(s) listed in 

paragraph (1). 

OR 

' (B) The Confidential Statement of Formula (CSF)(EPA Form 8570-4) referenced above and on file with the EPA is complete, current, an 

accurate and contains the infonnation required on the current CSF. 

(4) The following active ingredients In this product qualify for the fonnulator's exemption. 

Source 

Active Ingredient Product Name Registration Number 

Fipronil    
Fipronil    
Fipronil    
Fipronil    

Novaluron    

ll ' Signature v Name and Title Date 

' fYJ Juo._J,__,o<..tf'-"" 
i\-\v~ l.L Anne Tumbouglt, Director, Regulatory Affairs 10/18/2012 

- -EPA Form 8570 27 (Rev. 06 2004) Copy 1 EPA 
Copy 2 -Applicant copy 

137
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Form Aooroved OMB Nos. 2070-0060: 2070-0057; 2070..0t07; 2070..Qt22; 2070-0164 

,...., 
UNITED STATES ENVIRONMENTAl PROTECTION AGENCY - .. ' 

\~1t" 1200 Pennsylvania Avenue, N.W. j 
WASHINGTON, D.C. 20460 

Paperwork Reduction ACI Notie<:: The pubtic reponing bmden for !hi~ oolkctiou ofinfonnation is estimated to average t.25 !toms per n.':Sponsc for registration 
and 0.25 ttoun; per rcspon>c for reregistmtion am! spcciat review activities. including time for reading !tie instrm:tions and completing the necessary font\5. Scud 
comments regarding burden C>timntc or any other asp(."Ct of this cottection ofinfmmatiou. iucluding suggestions for reducing the burden to: Director. Coltcction 
Strategies Divisiou (2822T). U.S. En,·irmullcntal Protection Agency. 1200 Pcnn~ylvania A'·cuuc. N.W .. Washington. DC 20-UiO. Do uo1 scud the cmuplctcd fom1 
to this address. 

Certification with Respect to Citation of Data 

Applicant's!Re(listrant's Name, Address, and Telephone Number EPA Re(listration Number/File Symbol 
Control Solutions, Inc., 5903 Genoa Red Bluff Pasadena, TX 77507 53883-GRE 

Active lnoredientfs) and/or rePresentative test compound(s) D•te 
Fipronil and Novaturon October t8, 2P t2 

General Use PaUern(s) (list all those claimed for this Product using 40 CFR Part t58) Product Name 
Indoor non-food CSI Fipronil + Novaluron Spot-On for Dogs 

NOTE: If your product is a tOO% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to 
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27). 

D 
I am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should 
be used for this purpose). 

SECT!ON t: METHOD OF DATA SUPPORT (Check one method only) 

D 
I am using the cite-all method of support, and have included with this form 

0 
I am using the selective method of support (or cite-all option 

a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a 
should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used). 

SECTION tt: GENERAL OFFER TO PAY 

[Required if using the cite-all method or when using the dte-all option under the selective method to satisfy one or more data requirements! 

D I hereby offer and agree to pay compensation, to other persons. with regard to the approvat of this application, to the extent required by FIFRA. 

SECT tON ttt: CERT!FtCA TtON 

I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or dted in the 
aPPlication for registration, the form for rereg"tstration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selecfwe method is 
indicated in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identicat or 
substantially similar product, or one or more of the ingredients in this product; and (2) is a type ot data that would be required to be submitted under the data 
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and 
uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have obtained 
the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired tor the study; (d) the study is in the public literature; or (e) I tiave notified in writing the company that submitted the study and have 
offered {I) to pay compensation to the extent required by sections 3(c)(1)(F) andfor 3(c)(2)(B) of FIFRA; and (ii) to commence negotiations to determine the 
amount and terms of compensation, if any, to be paid for the use of the study. 

t certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)( t)(F) and/or 3(c)(2)(B) of FIFRA are avaitable and will be submijted to the Agency upon request. Should I fail to produce such 
evidence to the Agency upon request. t understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in conformity with 
FIFRA. 

t certify that the statements t have made on this form and all attachments to it are true, accurate, and comptete. I acknowledge that any 
knowingly false or misleading statement may be punishable by fine or imprisonment or both under apptlcabte law. 

Signature 

"iY( Tutr'-bou~ Date Typed or Printed Name and TiUe 

i~>u& 10/18120t2 Anne Turnbough, Director, Regulatory Affairs 

EPA Form 8570-34 (t2-2003) Electrontc and Paper verstons avatl<ble. Submd oliy Paper verston. 
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For.., Approved OMll No. 2om.oo~o 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
ill'. 

401 M Street, S.W . . ),.,"' 

WASHINGTON, D.C. 20460 
i'apcrwork Reduction A~t Noti~e; The public reporting burden for this collection of information is eslimotcd to average 0.25 hours per response for registmtton activlltes and 0 25 hours per response for 
reregistration and special review activities, tncluding time for reading the instruction and complctmg the necessary forms. Send comments rcgardmg the burden estimate or any other aspect of this collection 
of mformation, including suggestions for reducing the burden to Director. OPPE Information Management Diviston (21 37) U.S. Euvironmental Protection Agency, 401 M Street, S.W., Washington, DC 
20460. Do uot send the form to this address. 

DATA MATRIX 
Date: October 18, 2012 EPARc No./File S mbol 53883-GRE Paelof6 
Applicant's/Registrant's Name & Address Product: CS! Fiprnnil + Novaluron Spot-on for 
Control Solutions, Inc., 5903 Genoa Red Bluff, Pasadena, TX 77507 Dogs 
i.!!_g!edients: f'ipronil, Novalmon 
Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 
830.1550, 830. l 600, 830.1620, Group A Product Chemistry 48843201 Control Solutinns, Inc. OWN 
830.1650,830.1670,830.1700, 48932301 
830.1750 . 

830.1800 EnfOrcement analytical method 48843202 Control Solutions, Inc. OWN 
830.6302, 830.6303, 830.6304, Group B Product Properties 48843203 Control Solutions, Inc. OWN 
830.6313, 830.6315, 830.7100, 48932302 
830.7300 
830.6314, 830.6316, 830.6317' Waiver Request for Group B Product Properties 48843214 Control Solutions, Inc. OWN 
830.63!9, 830.6320, 830.6321' 
830.7520 
830.6317, 830.6320 Storage stability and corrosion characteristics To be conducted Control Solutions, Inc. OWN 
870.1100 Acute oral toxicity 48843204 Control Solutions, Inc. OWN 

48932303 

870.1200 Acute dermal toxicity 48843205 Control Solutions, Inc. OWN 
48932304 

870.1300 Acute inhalation toxicity 48843206 Control Solutions, Inc. OWN 
48932305 

870.2400 Primary eye irritation 48843207 Control Solutinns, Inc. OWN 
48932306 

870.2500 Primary dermal irritation 48843208 Control Solutions, Inc. OWN 
48932307 

870.2600 Dermal sensitization 48843209 Control Solutions, Inc. OWN 
48932308 

40 CFR !57 Child Resistant Packaging Study: Thcnuoformc Blister Pack 48703501 Chancllc Pharmaceuticals PER 
for P~ttes of0.67 mL Caoac'ttv Manufacturing Ltd. 

40 CFR !57 Child Resistant Packaging Study: Thermoforme Blister l'ack 48703502 Chanellc Pharmaceuticals PER 
lOr Pipettes of 1.34 mL Capacity ManuHtcturing Ltd. 

40 CFR !57 Child Resistant Packaging Study: Thermoforme Blister Pack 
[nr Pipelles of 2.68 mL CapacitY 

48652701 Horizon Valley Generics, Inc. PER 

40 CFR !57 Child Resistant Packaging Study: Thermoformc Blister Pack 48703503 Chanclle Pharmaceuticals PER 
for Pipettes of 4.02 mL Capacity Manufacturing Ltd. 

Signature: 

1\Vu->. .Q_ fYJ Tu (t'\_.b 0~ 
Name and Title Dale 
Anne Turnbough, Director, Regulatory Afl'ttirs 10/18/2012 

~PA fou n8J70.J 7 ElocMn $(.,.9) dP "Vo "sAv>OI•blo Sub•uJo"l p, <'V<O~Q" ' " A'"' l•l•m•l Us< Co ' ' 
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Fotm App>&V<d OMnNo.l07Q.OOW 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
ft 
w 

401 M Street, S.W . . 
WASHINGTON, D.C. 20460 

Paprrwork !~eduction Art Nolire: The public rcportmg burden for th1s collection ofinfunnation is estimated to average 0.25 hours per response for rugislratmn actJVitics and 0.25 homs per response for 
reregistration and special review activities, including time for reading the instruction and completing the necessary forms_ Send comments regarding the burden eslimate or any other aspect ofthis colfcction of 
information, inclu:ling suggestions for reducing the burden to Director. Oi'PE Information Management Division (2137) U.S. Environmental Protection Agency, 401 M Street, S.W., Washingtnn, DC 20460 
not send the fonn to this address_ 

Do 

DATA MATRIX 
Date: October 18, 2012 EPA Rc No./File S mbol 53883-NEW Pa•c2of6 
Applicant's/Rcgistmnt's Name & Address Product: CSI Fipronil + Novaluron Spot-on for 
Control Solutions, Inc., 5903 Genoa Red Bluff, Pasadcoa, TX 77507 Dogs 
In rcdicnts: Fi ronil, Novaluron 
Guideline Reference Number Goidelioe Stud Name MRlDNumber Submitter Status Note 
NA Child Rcsistanti'ackaging Study Test Summary Report: Thcmtofonnc 48703504 Chanelle Pharmaceuticals PER 

Blister Pack for Pipettes of 0.5 ntL Capacity, 0.67 mL Capacity, 1.34 mL 
Capacity, 2.68 mL Capacity, 4.02 mL Capa~ity 

Manufacturing Ltd. 

NA Use of One Tube lx Child Resistaot Unit Packaging Data (Child and 48614201 Sergeant's Pet Care Products, PER 
Senior) to Support All Unit Configurations for Fipronil Based Spot-On Inc. 
Registrations 

40 CFR 157 Evaluation of the Dog Squeeze Oo 0.67ml White Applicator with Orange 48614202 Sergeaot's Pet Care Products, PER 
Labcllodicator (lx), Scissors to Open- F=l as a Poison Prevention Inc. 
Packa •c for Scrg_eaot's Pet Care Products, Inc_ 

40CFR 157 Evaluation of the Dog Squeeze On 1.34ml White Applicator with Green 48614203 Sergeant's Pet Care Products, PER 
Labellodicator (lx), Scissors to Open- F=l as a l'oison Prevention Inc. 
Packal!e for Ser~aut's Pet Care Products, Inc. 

40CFR 157 Evaluation of the Dog Squeeze on2.68ml White Applicator with Red 48614204 Sergeant's Pet Care Products, PER 
Label indicator (lx), Scissors to Open- F=l as a Poison Prevention Inc. 
Package for Sergeant's Pet Care Product, Inc. 

40 CFR !57 Evaluation of the Dog Squeeze On 4.02ml White Applicator with Blue 48fll4205 Sergeant's Pet Care Products, PER 
Label indicator (lx), Scissors to Open- F=l as a Poison Prevention Inc. 
Package for Sergeant's Pet Care Products, Inc. 

40CFR !57 Evaluation of the Dog Squeeze on 0.67ml White Applicator with Orange 48059803 Sergeant's Pet Care Products, PER 
Label indicator (3x), Scissors to Open- F<=l as a Poison Prevention Inc. 
Packa •e for Scr~eant's Pet Care Products, Inc. 

40 CFR !57 Evaluation of the Dog Squeeze on 1.34ml White Applicator with Green 4859804 Sergeant's Pet Care Products, PER 
Label indicator (3x), Scissor~ to Open- F"'i as a Poison Prevention Inc. 
Packa •e for Scr~cant's Pet Care Products, Inc. 

40CFR !57 Evaluation of the Dog Squeeze on 2.68ml White Applicator with Red 4859805 Sergeant's Pet Care Products, PER 
Label indicator (3x), Scissors to Open- P=l as a Poison Prevention Inc. 
Package for Ser~eaot's Pet Care Products. Inc. 

40 CFR !57 Evaluation of the Dog Squeeze on 4.02ml White Applicator with Blue 4859806 Sergeant's Pet Care Products, PER 
Label indicator (3x), Scissors to Opeo - Fooo I as a Poison Prevention Inc. 
Package for Sergeant's Pet Care Protlucts, Inc. 

Siguature: 

1y; Turo.bouC].\(. 
Name and Title Date 

:\"""'-
Anne Turnbough, Director, Regulatory Affairs 10/18/2012 

EPA Fomt •l70·Jl (9·97) El<<ttnmo Md Popot Vot~on< Ava.l.ohk Submu only Pa " '"''""" Artn<r rnl<tnolll<oCo 
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,, 

i :' 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
0 401 M Street, S.W. 

I" i i i 
time for i the instruction and com pi Cling necessary forms estimate or any other aspccl 

burden to Dircclor: OPPE lnfonnation Management Div1s10n (2!37) U.S. t i Agcncy,40t M Street, S_W, Washington, DC 

i Spray 
Oenocepha!ides felis 

Ong: Revised: Lab 

" 'I ] , VOCSIOO 

Anne Turnbough, Director, Regulatory Affairs 10/18/20!2 

" 
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Form Appn>wd OIIJn No. !070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
0 401 M Street, S.W. 

" WASHINGTON, D.C. 20460 
Paperwork Reduction Act NoHce: The public reporting burden for th1s collcctton of infonnation is estimated to average 0.25 hours per response for registration activities and .25 hours per response for 
rcrcgtstration and ~pccial review activities, includiog time for reading the Instruction and complctmg the necessary Corms. Send comments regarding the burden estimate or any thcr aspect of1h1s collection 
of mfonnation, including suggestions for rcducmg the burden to D1rector: OPPE Information Management Division (2137) U.S. Environmental Protection Agency, 40 I M Strec , S.W., Washmgton, DC 
20460. Do not send the fonn to this address. 

DATA MATRIX 
Date: October 18.2012 EPARe No.!File S mbol 53883-NE W Page 4 of6 
Applictmt's/Registrant's Name & Address Product: CSI Fipronil ~· Novaluron Sp t·on for 
Control Solutions, Inc., 5903 Genoa Red BluiT, Pasadena, TX 77507 Dogs 
Ingredients: Fipronil, Novaluron 
Guideline Gt1idelinc Srudy Name MRIDNumbcr Submitter Status Note 
Reference Number 
8103300 Cruthers, L. (1993) Product Performance: A Dose Confirmation Study to 43121115 MEIUAL LIMITED OLD 

Verify the Optimal Spray Concentration ofRM 1601 for Long Residual 
Control of the Cat Flea (Ctenocephalides felis) and the Brown Dog Tick 
(Rhipicephalus sanguiocus) in the Dog: Revised: Lab Project Number: 9251: 
P/215LT. Unpublished study prepared by Professional Labs and Research 
Services, Inc. 51 Po. 

810.3300 Everett, R.; Cunningham, J. (1993) A Comparative Evaluation of Two 43121116 MERIAL LIMITED OLD 
Treatment Regimes Using RM 160 I Spray for Control oft he Cat Flea 
Ctenocephalides felis on the Dog: Revised: Lab Project Number: RMD 692: 
P/222L T. Unpublished study prepared by Agresearch Consultants, Inc. 40 
p. 

810.3300 McCall, J.; McTier, T. (1993) Laboratory Evaluation ofRM l601Spray tOr 43121117 MERIAL LIMITED OLD 
Control Dermacentor variabilis and Rhipecephalus sanguincus on the Dog: 
Lab Projl.~~ t:Jumbcr: RMITKS/93/IL: PS/229LT. Unpublished study 
prepared TRS Labs, Inc. 18p. 

810.3300 Everett, R.; Cunningham, 1. (1993) An Investigation Study to Evaluate the 43121118 MERlAL LIMITED OLD 
Effect of Bathing of Laboratory Dogs on the Efficacy ofRM1601 Spray: 
Revised~~~ Project Number: RMD 592: P/220LT. Unpublished study 
prepared Agresearch Consultants, Inc. 43 p. 

810.3300 Cruthers, L. (1993) Efficacy ofRM160lC at 3 mllkg and 6 mllkg 43!21122 MEIUAL LIMITED OLD 
Against Ixodes scapularis/dammini Nymphs, Dermacentor variabilis 
Nyinphs, Amblyomma amcricanum Nymphs, Rhipicephalus sanguineus 
Nymphs, and Ctenocephalides fclides Adults Using Treated Dog Hair as the 
Testing Substrate: Revised: Lab Project Number: 9320: P/225LT. 
Unpublished study prepared by Professional Lab and Research Services, Inc. 
28 p. 

810.3300 Keister, D.; Walker, K. (1994) Frontline Spray Treatment (RM1601C): 43444901 MERIAL LIMITED OLD 
Study Summaries. U~ublishcd study orcnared bv Rhone Mericux, Inc. 17o. 

Signature: 

;-\~n ..... Q... fY} Tury\._boo~ 
Name and Title Date 
Anne Turnbough, Director, Regulatory Affairs 10/18/2012 

EPA Fonn il70·ll t9-97) Howomo •nd 1opor Ve"'""' Avmlable S11bml! only Paper vor~on A~<n<r tR'""rl u,. C<>pr 
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" 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

" i 

~ 401 M Street, S.W. 

,,. 
" l 

: OPPE ' " 

i I I I 
Conftrmalory Laboratory Trial ofRMI601E SPOT-ON Formulation Applied to 
Dogs as 3 Weigh! Class Defined Volumes for lhe Conrol oflhc Cat Flea 
Ctenocephalides fells, the Brown Dog Tick Rhipicephalus sanguincus, and lhe 
American Dog Tick Dennacenlor variabilis: Lab Project Numbers: RM/FLS­
TKS/94/2L: RMI VSR- 249LT: PT- 249L T. Unpublished study prepared by TRS 

sludy 

' 
i varcanis: Pinal 

. Unpublished study 

Anne Turnbough, Dircclor, Regulatory Affairs 

" 

OLD 

OLD 

PAY 

PAY 

PAY 

10118/2012 
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Form Apprn,·o<l OM\\ No. 201().000\0 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
2 401 M Street, S.W. 

0 WASHINGTON, D.C. 20460 
Paperwork Reduction Act Noti~=: The public reporting burden for th1s collection of information is estimated to average 0.25 hours per response for registration actiVIties and 0.25 hours per response for 
reregistration and special review acllv1t1es. inc I uling time for reOOing the instrUCtiOn and comp1cfmg the necessary forms_ Send comments regarding the burden estimate or any other aspect ofthis collection 
of information, including suggestions for reducing the burden to Director: OPPE Information Management Division (2137) U.S. Environmental Protcctmn Agency, 40 t M Street, S.W., Washington, DC 
20460_ Do not send the fonn to th<S address 

DATA MATRIX 
Date: October 18,2012 EPARe No.!File S mbol 53883-NEW Pa~ 6 of6 
Applicant'~/Registrant's Name & Address Product: CSI Fipronil + Novaluron Spot-on for 
Control Solutions, Inc., 5903 Genoa Red Bluff, Pasadeaa, TX 77507 Dogs 
I~dients: !Jpronil, Novaluron 
G11idcline Reference Guideline Study Name MRIDNumber Submitter Status Note 
Number 
810.3300 Pengo, G.; Poll meier, M. (2002) Study to Confirm the Efficacy nf 45628201 MERIAL LIMITED PAY 

Fipronil Against Lice in Dogs Under Field Conditions: Fiaal Report: 
Lab Project Number: PR&D 0037401. Unpublished study prepared by 
Centro Vetcrinario Oriolo. 21 p. 

810.3300 McCall, J.; Alva, R.; Irwin, J.; ct al. (2002) A Study to Evaluate the 45866902 MERIAL LIMITED PAY 
Efficacy of Frontline Plus for Control of Mosquitoes, Aedes aegypti, nn 
Dogs: 1-"inal Report: Lab Project Number: PR&D 0055201. Unpublished 
stud'Y nrenarcd'bv TRS Labs, Inc. 24 o. 

810.3300 Dose Titration Probe with Novaluron Squeezc-Oas on Dogs Measuring 48843211 Control Solutions, Inc. OWN 
Flea Egg Sterilization 

810.3300 Dose Confirmation for a 30 day Claim for a Novaluron Squeez.e-On on 48843212 Control Solutions, Inc. OWN 
Dogs Menswing Flea Egg Sterilization 

810.3300 Compnmtivc Efficacies of n Fipronil + Novaluron Spot-on ~md Frontline 48843213 Control Solutions, Inc. OWN 
Plus against Fleas (Cienocephalidesfelis) and Ticks (Rhipicephalus 
sall}?uincui) on Dogs. 

Signature: 

fY) -lort\.bo~ 
Name and Title Date 

A-vu--.. Q... 

Anne Turnbough, Director, Regulatory Affairs 10/1812012 

EPAFo Sl70-ll 9-97 Ele«ronrc d p, "Ve<" "' Av&lablo ubmt<onl' orvorSJon ,\ en< . ' lnlrmal Use Co 
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Information needed for a Notice of Receipt NOR: 

1. EPA Reg Nos. = 53883-GRE {end-use) 

2. Chemical Name(s) = Novaluron 

3. Proposed new uses* = 
• Pet Spot on for Dogs 

4. Docket Number = EPA-HQ-OPP-2012-0627 

5. Name of registrant and company address. 

Control Solutions, Inc. 
5903 Genoa Red Bluff 
Pasadena, TX 77507 

6. Agency contact (as they want it to appear within the FR); phone number 
and email= 

• Autumn Metzger, 703-305-5314, metzger.autumn@epa.gov 
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59186 Federal Register/Val. 77, No. 187/Wednesday, September 26, 2012/NDtices 

about issues associated with integrating 
environmental justice concerns into 
EPA's outreach activities, public 
policies, and decision ab011l science, 
rcgulntory, enforcement, and 
compliance isslles related to 
environmental justice. Inquiries may be 
directed to Victoria Robinson, NEfAC 
Designnled Federal Officer, U.S. EPA, 
1200 Pennsylvania Avenue NW., (Mail 
Code 2201A), \'Vashington, DC 20460. 

Dated; July 13, 2012. 
Cynthia Gilus, 
As.,·istont Admillistrotor, Office of 
Enforcement oud Cmnp/iouce Assumuce. 
ll'R Dm,. 2012~23588 riled 9-25~12; 8:4S ami 
Blll.ING CODE 6069-~9-P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[Petition lV-2011-1; FRL~9734-21 

Clean Air Act Operating Permit 
Program; Petition for Objection to 
State Operating Permit for Tennessee 
Valley Authority's Shawnee Fossil 
Plant; McCracken County, KY 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice of final order on pel it ion 
to object to a stale operating permil. 

SUMMARY: Pursuanllo Clean Air Act 
(CAA) Section 505(b)(2), the EPA 
Administrator signed an Order, dated 
August 31, 2012, denying a petition lo 
object to a CAA title Voperating permit 
isSlled by the Kent11cky Di1rision for Air 
Quality (KDAQl to Tennessee Valley 
Authority for its Shawnee Fossil Plant 
(SFP) facility located in West Paducah, 
Kentucky. This Order constitutes a final 
action on the petition dated February 
28, 2011, and submilled by the 
Environmental Integrity Project and the 
Southern Alliance for Clean Energy 
(Petitioners). Pursllanl lo sec lions 307(b) 
and 505(b)(2) of the CAA, a petition for 
judicial review of those purls of the 
Order lhal deny the petition may be 
riled in the United Stales Court of 
Appeals for the appropriate circuit 
within 60 days from the dale this notice 
is published in the Federal Register. 
ADDRESSES: Copies of the Order, the 
petition, aud information relating 
thereto arc on file al the following 
location: EPA Region 4: Air, Pesticides 
and Taxies Mnnagement Division: 51 
Forsyth Street SW., Atlanta, Georgia 
30303-8960. The Order is also available 
electronically all he following address: 
h ltp :!!www. epo.gov /regio11 07/oir /lilieS/ 
peliliondb!petilionsl 
shawnee _respo1!se2011.pdf. 

FOR FURTHER INFORMATION CONTACT: 
fames Purvis, Air Permits Sec lion, EPA 
Region 4, at (404) 562-9139 or 
pmvis.janws@epa.gov. 

SUPPLEMENTARY INFORMATION: The CAA 
affords the EPA a 45-day period lo 
review and, as appropriate, the 
authority to object to operating permits 
proposed by stale permit ling a11lhoritics 
under title V of the CAA, 42 U.S.C. 
7661-7661f. Section 505(b)(2) of the 
CAA and 40 CFR 70.8(d) authorize any 
person to petition the EPA 
Administrator lo objecllo a title V 
operating permit within 60 days after 
the expiration of the EPA's 45-day 
review period if the EPA has not 
objected on its own initiali1re. Petitions 
must be based only on objections lo the 
permillhal were raised with reasonable 
specificity during the pnblic comment 
period provided by the state, unless the 
petitioner demonstrates that it ·was 
impracticable to raise these issues 
during the comment period or the 
grounds for the issues arose after this 
period. 

Petitioners submitted a petition 
regarding SFP (received by the EPA on 
March 1, 2011), requesting that the EPA 
object to the CAA Iitle V opera ling 
permit (#V-09-002 R1). Petitioners 
alleged lhallhc permit was not 
consistent ·with the CAA for four 
primary reasons described in the 
petition. On Angus\ 31, 2012,\he 
Administrator issued an Order denying 
the petition. In summary, the Petition 
was denied because the EPA interprets 
its regulations lo limit the scope of 
petitions to object on permit revisions 
resulting from reopening for cause. The 
scope of petitions lo object is limited lo 
iss11es related lo the parts of the permit 
for which the permilling authority has 
determined that cause to reopen exists. 
Because the Petitioners' objections 
apply lo parts of the Shawnee Permit 
lhal arc beyond the scope of the 
reopening for cause resulting in Permit 
Revision 1, the EPA is denying the 
Petition. The Order further explains the 
EPA's rationale for denying the pel it ion. 

Dated: September 17,2012. 
A. Stanley Mciburg, 
Deputy Regional Admiuistrotor, Region 4. 
IFR Do<:. 2ll12~23G90 Fi[,(l 9-25~12: 0:45 ami 
BILLIUG CODE 6560-09-P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA-HQ-OPP-2012--Q390; FRL-9364-11 

Notice of Receipt of Pesticide 
Products; Registration Applications To 
Register New Uses 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: This notice announces receipt 
of applications lo register new 11scs for 
pesticide products containing currently 
registered active ingredients pursuant to 
the provisions of section 3(c) of the 
Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA), as amended. 
This notice provides the public with an 
opportunity lo comment on the 
applications. 

DATES: Comments must be received on 
or before October 26, 2012. 
ADDRESSES: Submit your comments, 
identified by docket identification (ID) 
number and the EPA Registration 
Num bcr or EPA File Symbol of interest 
as shown in the body of this document, 
by one of lhc following methods: 

• Federal eRulemoking Porlaf: hllp:/1 
ww1v.regulations.gov, Follow the online 
instructions for submitting comments. 
Do not submit electronically any 
iuformalion you consider lobe 
Confidential Business Information (CBI) 
or other informal ion whose disclosure is 
restricted by slalule. 

• Moil: OPP Docket, Environmental 
Protection Agency Docket Center (EPA/ 
DC), {28221T), 1200 Pennsylvania Ave. 
NW., Washington, DC 20460-0001. 

• Hw1d Delivery: To make special 
arrangements for hand delivery or 
delivery of boxed information, please 
follow the instructions al hllp:/1 
lV!Yw.epa.gov/dockels/contoc/s.htm. 
Additional instructions on commenting 
or visiting the docket, along with more 
information about dockets generally, is 
available at 
hIt p:/1 www. epa. gov/ dockets. 
FOR FURTHER INFORMATION CONTACT: A 
contact person is lis led al the end of 
each registration application summary 
and may be contacted by telephone, 
email, or mail. Mail correspondence lo 
the Antimicrobials Division (AD) 
(7510P) or Registration Division (RD) 
(7505P), Office of Pesticide Programs, 
Environmental Protection Agency, 1200 
Pcnnsyhrania Ave. NW., Washington, 
DC 20460-0001. As part of the mailing 
address, include the contact person's 
name, dil'ision, and mail code. 
SUPPLEMENTARY INFORMATION: 
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I. General Information 

A. Docs this action apply to me? 

You may be potentially affected by 
this action if you are an agricultural 
producer, food manufacturer, or 
pesticide manufacturer. The following 
list of North American Industrial 
Classification System (NAlCS) codes is 
not intended to be exhaustil'c, but rather 
provides a guide to help readers 
determine whether this document 
applies Lo them. Potentially affected 
entities may include: 

• Crop production (NAICS code 111). 
• Animal production (NAICS code 

112). 
• Food manufacturing (NAICS code 

311 ). 
• Pesticide manufacturing (NAICS 

code 32532). 

B. What should f consider os I prepare 
my comments for EPA? 

1. Submitting CBI. Do not submit this 
information to EPA through 
regulations.gov or email. Clearly mark 
the part or all of the information that 
you claim Lobe CBI. For CBI 
information in a disk or CD-ROM that 
you mail to EPA, mark the outside of the 
disk or CD-ROM as CBI and then 
identify electronically within the disk or 
CD-ROM the specific information that 
is claimed as CBI. In addition to one 
complete version of the comment that 
includes information claimed as CBI, a 
copy of the comment that does not 
contain the information claimed as CBI 
must be submitted for inclusion in the 
public docket. Information so marked 
will not be disclosed except in 
accordance with procedures set forth in 
40 CFR part 2. 

2. Tips for preparing yonr comments. 
When submitting comments, remember 
to: 

i. Identify the document by docket fD 
number and other identifying 
information (subject heading, Federal 
Register date and page number). 

ii. Follow directions. The Agency may 
ask you to respond to specific questions 
or organize comments by referencing a 
Code of Federal Regulations (CFR) part 
or section number. 

iii. Explain why you agree or disagree; 
suggest alternatives and substitute 
language for your requested changes. 

iv. Describe any assumptions and 
provide any technical information and/ 
or data that you used. 

v. If you estimate potential costs or 
burdens, explain ho·w you arrived at 
your estimate in sufficient detail to 
allow for it to be reproduced. 

vi. Provide specific examples to 
illustrate your concerns and suggest 
alternatives. 

vii. Explain your views as clearly as 
possible, avoiding the use of profanity 
or personal threats. 

viii. Make sure to submit your 
comments by the comment period 
deadline identified. 

II. Registration Applications 

EPA has received applications to 
register new uses for pesticide products 
containing currently registered active 
ingredients. Pursuant to the provisions 
ofFIFRA section 3(c)(4), EPA is hereby 
providing notice of receipt and 
opportunity to comment on these 
applications. Notice of receipt of these 
applications docs not imply a decision 
by the Agency on these applications. 
For actions being evaluated under the 
Agency's public participation process 
for registration actions, there will be an 
additional opportunity for a 30-day 
public comment period on the proposed 
decision. Please see the Agency's public 
participation Web site for additional 
information on this process http:// 
WII'H'.epo.gov/pesticides/regulotingl 
rcgistrot ion -public-in volvem en I. htnll. 
EPA received the following applications 
to register new uses for pesticide 
products containing currently registered 
active ingredients: 

1. EPA RegislroUon Number: 100-542. 
Docket ID Number: EPA-HQ-OPP-
2012-0590. Applicant: Syngenta Crop 
Protection, LLC .. P.O. Box 18300, 
Greensboro, NC 27419-8300. Active 
ingredient: Prometryn. Producl Type: 
Herbicide. Proposed Uses; Dill and snap 
beans. Contact: Mindv On dish, RD, 
(703) 605-0723, emaii address: 
ondish .mindy@epo.gov. 

2. EPA Registration Number: 100-993. 
Docket JD Number: EPA-HQ-OPP-
2012-0589. Applicant: Syngenla Crop 
Protection, LLC., P.O. Box 18300, 
Greensboro, NC 27419-8300. Active 
ingredient: Fomesafen. Product Type: 
Herbicide. Proposed Use: Vegetable 
soybean (cdamame). Contact: Michael 
Walsh, RD, (703) 308-2972, email 
address: wolsh.michael@epa.gov. 

3. EPA Registration Numbers: 100-
1017 and 100-1103. Docket ID Number: 
EPA-HQ-OPP-2012-0589. Applicant: 
Syngcnta Crop Protection, LLC, P.O. 
Box 18300, Greensboro, NC 27419-
8300. Active ingredient: Fomesafen. 
Product Type: Herbicide. Proposed Use: 
For formulation into an herbicide for 
use on cantaloupe, cucumber, pea 
(succulent), pumpkin, squash (Summer 
and Winter), watermelon, and vegetable 
soybean (edamame). Contact: Michael 
Walsh, RD, (703) 308-2972, email 
address: wolsl!.miclwcl@epa.gov. 

4. EPA Registration Number: 100-
1374. Docket JD Number: EPA-HQ­
OPP-2012-0704, Applicant: Syngcnta 

Crop Protection, LLC, P.O. Box 18300, 
Greensboro, NC 27419-8300. Active 
ingredient: Sedaxane. Product Type: 
Fungicide, Proposed Uses: Seed 
treatment use on corn, popcorn, 
sorghum, pea and bean (dried shelled), 
and rapeseed. Contact: Heather Garvie, 
RD, (703) 308-0034, email address: 
gorvie.heatiler@epa.gov. 

5. EPA Registration Number: 100-
1381. Docket ID Number: EPA-HQ­
OPP-2012-0704. Applicant: Syngenta 
Crop Protection, LLC., P.O. Box 18300, 
Greensboro, NC 27419-8300. Active 
ingredient: Sedaxanc. Product Type: 
Fungicide. Proposed Use: For 
formulation into a fungicide for use as 
a seed treatment for usc on corn, 
popcorn, sorghum, pea and bean (dried 
shelled), and rapeseed. Contact: Heather 
Garvie, RD, (703} 308-0034, email 
address: gorvie.heatlwr@epa.gov. 

6. EPA Registration Number: 264-666. 
Docket lD Number: EPA-HQ-OPP-
2012-0588. Applicant: Bayer 
CropScience, LP., 2 T.W. Alexander 
Drive, P.O. Box 12014, Research 
Triangle Park, NC 27709. Active 
ingredient: Fenoxaprop-p-ethyl. Product 
Type: Herbicide. Proposed Uses: Post­
emergence annual and perennial grass 
control in perennial rycgrass, tall fescue, 
and certain cultivars of annual ryegrass 
grown seed in Oregon, Utah, and 
Washington. Contact: Grant Rowland, 
RD, (703) 347-0254, email address: 
rolvlond.grant@epo.gov. 

7. EPA Registmtion Numbers: 352-
728, 352-729, 352-730, and 352-844. 
Docket JD Number: EPA-HQ-OPP-
2012-0635. Appliconl: DuPont Crop 
Protection, Stine-Haskell Research 
Center, P.O. Box 30, Newark, DE 19714. 
Active ingredient: Chloranlraniliprolc. 
Product Type: Insecticide. Proposed 
Uses: Cereal grain group 15, except rice; 
forage, fodder; straw of cereal grain 
group 16; pome fruit group 11-10; and 
citrus fruit group 10-10. Contact: 
Jennifer Urbanski, RD, (703)347-0156, 
email address: 
1\rbonski.jennifcr®epo.gov. 

8. EPA File Symbol: 6836-GLE. 
Docket JD Number: EP A-HQ-OPP-
2012-0625. Applicant: Lonza, Inc., 90 
Boroline Road, Allendale, N} 07401. 
Active ingredienl: 1-Bromo-3-chloro-5,5-
dimcthylhydantoin at 97.7%. Product 
Type: Disinfectant. Proposed Use: 
Drinking Water. Contact: Jaclyn Carl, 
AD, (703) 347-0213, email address: 
corl.joclyn@cpo.gov. 

9. EPA Registration Number: 7969-
257. Docket 1D Number: EPA-HQ-OPP-
2012-0508. Applicant: BASF 
Corporation, 26 Davis Drive, Research 
Triangle Park, NC 27709. Active 
ingredient:Triticonazole. Product Type: 
Fungicide. Proposed Uses: Outdoor and 
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greenhouse ornamentals. Contact: 
Shaunta Hill, RD, (703) 347-8961, email 
address: hill.shounto@epo.gov. 

10. EPA Registration Number: 10163-
209. Docket ID Nnmber: Docket ID 
Nun1ber: EPA-HQ-OPP~2012--0357. 
Applicant: Gowan Company, 370 South 
Main Street, Yuma, AZ 85364. Active 
ingredient: Hexythiazox. Product Type: 
Insecticide. Proposed Use: For 
formulation into an insecticide for use 
on pepper and eggplant. Contact: Olga 
Odiott, RD, (703) 308-9369, email 
address: odiott.olga@epa.gov. 

11. EPA Registration Numbers: 
10163-250,10163-251, and 10163-277. 
Docket ID Number: EP A-HQ-OPP-
2012-0357. Applicant: Gowan 
Company, 370 South Main Street, 
Yuma, AZ 85354. Active ingredient: 
Hexythiazox. Product Type: Insecticide. 
Proposed Uses: Pepper and eggplant. 
Contact: Olga Odiott, RD, (703) 308-
9369, email address: 
odiott.olgo@epo.gov. 

12. EPA Registration Number: 10163-
277. Docket ID Number: EPA-1-IQ-OPP-
2012-0623. Applicant: Gowan 
Company, 370 South Main Street, 
Yuma, AZ 85364. Active ingredient: 
Hexythiazox. Pmduct Type: Insecticide. 
Proposed Use: Sorghum. Contact: Olga 
Odiott, RD. (703) 308-9369, email 
address: odiottolga@epa.gov. 

13. EPA File Symbol: 53883-GRE. 
Docket ID Number: EPA-HQ-OPP-
2012-0627. Applicant: Control 
Solutions, Inc., 5903 Genoa Red Bluff, 
Pasadena, TX 77507. Active ingredient: 
Novaluron. Product Type: Insecticide. 
Proposed Use: Pet Spot treatment for 
Dogs. Contact: Autumn Metzger, RD, 
(703) 305-5314, email address: 
metzger.outumn@epo.gov. 

14. EPA File Symbol: 59639~RTO. 
Docket ID Number: EPA-HQ-OPP-
2011-0357. Applicant: Valent U.S.A. 
Corporation, P.O. Box 8025, Walnut 
Creek, CA 94596. Active ingredient: 
Fenpyrazamine. Product Type: 
Fungicide. Proposed Uses: Bush berry 
(subgroup 13-07B), caneberry (subgroup 
13-07 A), ginseng, and pistachio. 
Contact: Gene Benbow, RD, (703)347-
0235, email address: 
benbow.ge11e®epa.gov. 

15. EPA Registration Numbers: 
59639-150 and 59639~152. Docket ID 
Number: EPA~HQ-OPP~2010-0217. 
Applicant: Valent U.S.A. Corporation, 
P.O. Box 8025, "INalnut Creek, CA 94596. 
Active ingredient: Clothianidin. Product 
Type: Insecticide. Proposed Uses: To 
amend an existing tolerance for crop 
subgroup 8-10B to 0.7 ppm. Contact: 
Marianne Lewis, RD, (703) 308-8043, 
email address: lewis.nmrianne@epo.gov. 

16. EPA Registration Nnmber: 59639-
173. Docket ID Number: EPA-HQ-OPP-

2010--0217. Applicant: Valent U.S.A. 
Corporation, P.O. Box 8025, Walnut 
Creek, CA 94596. Active ingredient: 
Clothianidin. Product Type: Insecticide. 
Proposed Uses: Expansion of crop 
groupings to receive the new fruiting 
vegetable crop group 8-10 and pome 
fruits crop group 11-10. Contact: 
Marianne Lewis, RD, (703) 308-8043, 
email address: lewis.morianne@epa.gov. 

17. EPA Registration Number: 62719-
416. Docket ID Number: EPA-HQ-OPP-
2012-0520. Applicant: Dow 
AgroSciences LLC., 9330 Zionsville 
Road, Indianapolis, IN 46268. Active 
ingredient: Fenbuconazolc. Product 
Type: Fungicide. Proposed Use: Pepper. 
Contact: Erin Malone, RD, (703) 347~ 
0253, email address: 
molone.e1·in®epa.gov. 

18. EPA Registration Numbers: 
81880-2,81880-15, and 81880-18. 
Docket ID Number: EPA-HQ-OPP-
2012-0586. Applicant: Canyon Group 
LLC., c/o Gowan Company, 370 South 
Main St., Yuma, AZ 85364. Active 
ingredient: Halosulfuron-methyl. 
Product Type: Herbicide. Proposed 
Uses: Cancbcrry (subgroup 13-07A) and 
artichoke. Contact: Maggie Rudick, RD, 
(703) 347-0257, email address: 
rudick.maggie@epo.gov. 

List of Subjec1s 

Environmental protection, Pesticides 
and pests. 

Dated: September 19,2012. 
Daniel J. Rosenblatt, 
Acting Director, Registration Division, Office 
of Pesticide Programs. 
tfR D'"'· 2012-23730 Filed 9-25-lZ; a:45 am] 
BILLING CODE 6S60-51)-P 

ENVIRONMENTAL PROTECTION 
AGENCY 

[EPA-HQ-OPP-2012-8736; FRL-9362-21 

Registration Review; Pesticide 
Dockets Opened for Review and 
Comment 

AGENCY: Environmental Protection 
Agency (EPA). 
ACTION: Notice. 

SUMMARY: EPA is opening the public 
comment period for several registration 
re17iews. Registration rel'iew is EPA's 
periodic reviet-v of pesticide 
registrations to ensure that each 
pesticide continues to satisfy the 
statutory standard for registration, that 
is, the pesticide can perform its 
intended function without nnreasonable 
adverse effects on human health or the 
environment. Registration review 
dockets contain information that will 

assist the public in understanding the 
types of information and issues that the 
Agency may consider during the course 
of registration reviews. Through this 
program, EPA is ensuring that each 
pesticide's registration is based on 
current scientific and other knowledge, 
including its effects on human health 
and the em'ironment. This document 
announces the Agency's intent not to 
open a registration review docket for 
bitertanol (case #8007), tridemorph 
(case #8009), and bethoxazin (case 
#5110). These pesticides do not 
currently have any acti vcly registered 
pesticide products and are not, 
therefore, scheduled for review under 
the registration review program. 
DATES: Comments must be received on 
or before November 26,2012. 
ADDRESSES: Submit your comments 
identified by the docket identification 
(ID) number for the specific pesticide of 
interest provided in the table in Unit 
liLA., by one of the following methods: 

• Federal eRulemoking Portal: ilttp:/1 
www.regulotions.gov. Follow the online 
instrnctions for submitting comments. 
Do not submit electronically any 
information you consider to be 
Confidential Business Information (CBI) 
or other information whose disclosure is 
restricted by statute. 

• Mail: OPP Docket, Environmental 
Protection Agency Docket Center (EPA/ 
DC), (28221T),1200 Pennsylvania Ave. 
NVV., Washington, DC 20460-0001. 

• Hond Delivery: To make special 
arrangements for hand delivery or 
deli very of boxed information, please 
follow the instructions at http:/hvww. 
epo.govldockets/contacts.htm. 
Additional ins/ructions on commenting 
or visiting the docket, along with more 
information about dockets generally, is 
aYailable at hllp://www.epa.gov/ 
dockets. 
FOR FURTHER INFORMATION CONTACT: 

For pesticide specific information 
contact: The Chemical Review Manager 
identified in the table in Unit liLA. for 
the pesticide of interest. 

For general information contact: 
Kel'in Costello, Pesticide Re·el'aluation 
Division (7508P), Office of Pesticide 
Programs, Environmental Protection 
Agency, 1200 Pennsylvania Ave. NW., 
Washington, DC 20460-0001; telephone 
number: (703) 305-5026; fax number: 
(703) 308-8090: email address: costello. 
kevin@epo.gov. 
SUPPLEMENTARY INFORMATION: 

I. General Information 

A. Does this action apply to me? 

This action is directed to the public 
in general, and may be of interest to a 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

CONTROL SOLUTIONS, INC. 
5903 GENOA-RED BLUFF ROAD 
PASADENA, TX 77507-1041 

June 19, 2012 

Report of Analysis for Compliance with PR Notice 11-03 

OFFICE OF CHBA!CAl SAFETY 
AND POLLUTION PREVENTION 

Thank you for your submittal of 07-JUN-12. Our staff has completed a preliminary analysis 
of the material. The results are provided as follows: 

Your submittal was found to be in full compliance with the standards for submission of data 
contained in PR Notice 11-03. A copy of your bibliography is enclosed, annotated with Master 
Record !D's (MRIDs) assigned to each document submitted. Please use these numbers in all future 
references to these documents. Thank you for your cooperation. If you have any questions 
concerning this data submission, please raise them with the cognizant Product Manager, to whom 
the data have been released. 
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co L 

Incorporated 

A 1\lakhl.,,him-Agan Cmni'ar<y 

June 18,2012 

Geri McCann and Adrienne Turner 
Office of Pesticide Programs (7504P) (REGFEE) 
U.S. Environmental Protection Agency 
Document Processing Desk 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: CD Containing the Application for Pesticide Registration for CSI Fipronil + !~0v<il1tron 
Spot-On for Dogs (EPA File Symbol 53883-GRE) 

Dear Ms. McCann m1d Ms. T1m1er: 

Please find enclosed a CD that contains a revised Application for Pesticide Registration for CSI 
Fipronil + Novaluron Spot-On for Dogs (EPA File Symboi53883-GRE). Included on tl1is CD is: 

• Transmittal Document (revised to correct the MRID numbers for the Primmy Eye and 
Primary Dennal Irritation studies); 

• Application for Pesticide Registration (EPA Fmm 8570-1 ); 
• Confidential Statement ofFonnula (EPA Form 8570-4); 
• Formulator's Exemption Statement (EPA Fonn 8570-27); 
• Certification with Respect to Citation of Data (EPA Form 8570-34); 
• Data Matrix (EPA Fmm 8570-35)- EPA and Public Versions; 
• Product Label; 
• Child Resistant Packaging (CRP) Certification Statement for both CRP Suppliers; 
• Letter of Authorization to cite CRP data on file with EPA; 
• Submission of EPA Pesticide Registration Improvement Act Infonnation; 
• PRIA Category R260, Payment Confimmtion Receipt; and 
• Copies of the Supporting Studies. 

Should you have any questions regarding this CD, or any of the files contained within, please do not 
hesitate to contact me at atumbourrh@controlsohJtionsinc.com or at 281-892-2532. 

Sincerely, 

-Alt\..0-.Q_ fYJ .Turt'\..Doo~ 
Anne Tumbough Ph.D. 
Director, Regulatory Affairs 

Enclosures 

5903 Genoa Red Bluff • Pasadena, TX 77507-1041 
281-892-2500 • Fax 281-892-2501 

• www.controlsolutionsinc.com 
• 800-242-5562 



152

PRIA 2-21 Day Content Screen Review Worksheet 
(EPAIOPP Use Only) 

3/23/09 
21 Day Screen Start Date: b - G - I 2. 
Experts In-Processing Signature: r1 e 1/ntt~t.'" c. ;n¥t Date fJ ,1:1-12.. Fee Paid: Yes _v" 
Division management contacted on issues No Yes Date ______ _ 

EPA Reg. Number: 5"' 3 f" g 3 - (:, !( [ EPA Receipt Date: Co-G-/)_ 

1 

2 

3 

4 

5 

Items for Review 

Application Form (EPA Form 8570-I)(link to fonn) signed & complete 
including package type 

Confidential Statement of Formula all boxes completed, form signed, and 
dated Form i to -

a) All inerts Oink to http;//www.epa.gov/opprd0011inerts/), 
including fragrances, approved for the uses (see 
Footnote 

Certification with Respect to of Data (EPA Form 8570-34) (Link to 
form) completed and signed (N/A if 100% repack) 

Certificate and data matrix consistent 

If applicant is relying on data that are compensable, is the offer 
to pay statement included. (see Footnote B) 

yes 

and signed (N/A if source is unregistered or applicant owns the 

no 

Yes No N/A* 

Data Matrix (EPA Form 8570-35) (Link to form) both internal and external X 
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% 

Selective Method 

b) Cite-All (Fee category experts use) 

c) Applicant owns all data (Fee category experts use) 

5 Copies of Label (link to http:l/www.epa.gov/oppfeadlllabeling/]rmD 
6 (Electronic labels on CD are encouraged and guidance is available)( link to X 

http://www.epa.gov/pesticides/regulating/registering/submissions/index.htm#labels 

1 
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7 Is the data package consistent with PR Notice 86-5 (link to PRN 86-5) ~ 
I 

Notice of Filing (link to 
8 httQ://www.e(!a.gov/2esticides/regulatin2!'tolerance netitions.htm) included 

)f with petitions (link to 
http://www.epa.~ov/pesticides/regulatinWtolerances.htm) 

9 
If applicable for conventional applications, reduced risk rationale (link to x http://www.epa.gov/opprdOOl/workplan/reducedrisk.html) 

Required Data (link to 
httQ ://www .e(!a.go v /nesticides/regu lating/da ta reguirements.htm) and/or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 

10 

2 
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Comments: 

lnerts Approved for Non-Food Use 

* N!A- Not Applicable 

FootiLotes 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses. If an 
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information, forms, data and 
documentation resolving the inert issue must have beeiL received by the Agency or the 
application withdrawn within the 21 day period, otherwise. the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by cousulting the inert Web 

3 
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site [link to http://www .cpa.gov/opprdOOI/inerts/lists.html] and if the inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS number on this web site. 
Simple typographical enors in the name or CAS number have resulted in processing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertshranch@cpa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http://www .epa.gov/oppbppd 1 /biopesticides/contacts bppd.htm]. 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional information such as an alternate name of the ine1t, CAS number or other 
information [link to http://www.epa.gov/opprdOOI/incrts/tips.pd(] must also be included 
to enable the Agency to determine if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier of the 
mixture or fragrance may need to provide this information to the Agency. Prior to the 
Agency's receipt of an application, applicants must arrange with a proprietary mixture or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
cannot or are not identified or provided within the 21-day content review period, the 
Agency will reject the application. 

During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved lnerts Identified on CSFs 

All applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

I. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 

4 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee of the category identified. 

Conventional New Product Applications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R311, R312 or R313), it will contact the applicant with the 
following options: 

1. Conect the application by, for instance, conecting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day content review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented dwing the 21-day 
content-review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

1. Conect the application by, for instance, correcting the spelling or name of the 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss harmonizing the timeframe for both actions. 

5 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me-too or fast track (similm/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R301 or 
A531. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 

6 
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Your e-submission to EPA (Reg. No. 53883-GRE) 
Fiker Getachew to: aturnbough 

Dear Dr. Turnbough, 

................ OC6C.I1:_:8f2012 11:44 AM 

This email is regarding your e-submission of 488432 for the registration of CSI Fipronil + 
Novaluron Spot-On for Dogs .. The following deficiency was found in this submission: 

1. Study 48843207 and 08 the titles are switched on transmittaL 

Please send a CD with the revised copy of the transmittal to the attention of Geri Mccann 
(mccann.geri@epa.gov) and Adrienne Turner (tumer.adrienne@epa.gov). Also, please 
acknowledge the receipt of this email. 

If you have any questions or require additional information, please do not hesitate to contact me. 

Thank you. 
Fiker Getachew 
EPA Contractor 
703-305-6472 
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Ul;ITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

June 12,2012 

OPP Decision Number: D-465891 
EPA File Symbol or Registration Number: 53883-GRE 
Product Name: CSI Fipronil + Novaluron Spot-On for Dogs 
EPA Receipt Date: 07-Jun-2012 
EPA Company Number: 53883 
Company Name: CONTROL SOLUTIONS, INC. 

ANNE TURNBOUGH, PH.D. 
CONTROL SOLUTIONS, INC. 
5903 GENOA-RED BLUFF ROAD 
PASADENA, TX 77507-1041 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your application and certification of 
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will 
be communicated separately. During the administrative screen, the Office of Pesticide Programs 
has detennined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: R260 

NE\)1 USE;NON-FOOD;INDOOR; 

No additional payment is due at this time. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-9362. 

Sincerely, 
~-:::z..c_. 

Front End Processing Staff 
Information Technology & Resources Management Division 
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.. 
jFee for Service! {918260E-

@ New Registration 

oAmendment 

:i'l Studies? Fee Waiver? 

--~-----~--------------·-· 

for Division 

0 AD 
0 BPPD 
@RD 

Risk Mgr. [I] 
!l volpay % Reduction: 

~~~~~~~-~~~~~~~~~~~~~ --~~~~-~~~-~~~~~~~~-~ ~==-J l __________ --- - - i ... .. -··-· -- -- __________________ _j 
r----------------------------------------------------------------- ------------------------------------------------- ----; 

Receipt No. s-1 918260 I 
EPA File Symbol/Reg. No. I 53883-GRE I 

I Pin-Punch Date: I 6/6/2012 I 
L-~~~-~~-~~~~~~~~~~---~~-~~~~~~~~~~-----~~~~~~~-~~~~~~~~~~~~~--- ~~~~~~~~~~~~~~~~~ ~~~-~~~~~~~ , 
.-· . This item is NOT subject to FFS action. u 

---

c--~-- -Action-em:te:- -----~, iPare-ntfC-hild Decisions:l, 

Requested: I R..Zl.oD ! 

Granted: I £. 2l.oD 

AmountDue: $ \1,5'l') 
~~~ ~~~ ~~~~~~-~~~~~~ ~ ~-------~~~~~~~ ~~ ~~ ~ -~~-~ 

L___~~~--~~ --

122 Inert Cleared for Intended Use Uncleared Inert in Product 

Reviewer: __________ _ Date: ____ _ 

Remarks: 
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Fee For service: r. Ye$1 r No j 
,_, ' -~d 

Print Letter I ' 
Ap~eition Type'.-~~~-~"'-'- 3 Billable:- C. Yes r No 

Enter More ln1 ormation ~ , 

___ r_'_"_'_;,_g _j -c~~peny; --~3sa3 ' f:ONrR0I:SoLUTi0NS7!NC,--:"~~'""'-~ , VI 

Ris-k Manager; f_Regld:ratlon Division, Risk Management Tet\ITl 7, ~ 

Pr~Uct #; f3'Sa3-GRE ,Product_ Name: _t:sr Fip~onll~ovaluron Spot-On tor Dogs 

'"""' ""~ r 
__ Me Too --r--"-c~~- Me Too 

-'Secti0n3: Product Name; 

Application Date: lJs-Ju~-2012 
Frci,rifEnd Date: f 1-Jun-2012 

FFS Due Dste: 

OPP Target Date: 

"'"·' r Receipt Description: 

ow Rec'"'d Date:- "p~7-~J~oo~-~,,~,~,r--- :~J 

Risk Manager Send Date: ~ 

NegOtiated Due Date', ,------

New Ingredient: r 

~p~~~~ipi~~o~l----,-, ~;~]~ 

lp~j~"~···· 
' ¥ 

I• • 
ViewJEdit 

·. roodated wHh e-S,bm;s,;oo P"'"'' 3065. AppBoot;~ foe Reg;stcof;oo 

j 

' '" ln(JkG¢(4 -,--~-~---­
Ftr:ciorui [y;:Je 
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June 06,2012 

John Hebert, PM7 
Office of Pesticide Programs (7504P) (REGFEE) 
U.S. Environmental Protection Agency 
Document Processing Desk 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Incorporated 

,\ .\inkhtt•;him-AW!" C"'"l'n")' 

Subject: CD Containing the Application for Pesticide Registration for CSI Fipronil + Novahrron 
Spot-On for Dogs (EPA File Symbol53883-NEW) 

--C~/5 
Dear Mr. Hebert: 

Please find enclosed a CD that contains the Application for Pesticide Registration for CSI Fipronil + 
Novaluron Spot-On for Dogs (EPA File Symbol53883-NEW). Included on this CD is: 

• Transmittal Document; 
• Application for Pesticide Registration (EPA Fonn 8570-l); 
• Confidential Statement ofFonnula (EPA Fonn 8570-4); 
• Formulator's Exemption Statement (EPA Fonn 8570-27); 
• Certification with Respect to Citation of Data (EPA Fom1 8570-34); 
• Data Matrix (EPA Fonn 8570-35)- EPA and Public Versions; 
• Product Label; 
• Child Resistant Packaging (CRP) Certification Statement for both CRP Suppliers; 
• Letter of Authorization to cite CRP data on file with EPA; 
• Submission of EPA Pesticide Registration Improvement Act I11fonnation; 
• PRIA Category R260, Payment Confmnation Receipt; and 
• Copies of the Supporting Studies. 

Should you have any questions regarding this CD, or any of the files contained within, please do not 
hesitate to contact me at atumbough@controlsolutionsinc.com or at 281-892-2532. 

Sincerely, 

1\~Q... YY)Iurr\.bOU~ 
Anne Turnbough Ph.D. 
Director, Regulatory Affairs 

Enclosures 

5903 Genoa Red Bluff • Pasadena, TX 77507-1041 
281-892-2500 • Fax 281-892-2501 

• www.controlsolutionsinc.com 
• 800-242-5562 
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/(; 

~,, ·. 

TRANSMITTAL DOCUMENT 

NAME AND ADDRESS OF SUBMITTER: 

Control Solutions, Inc. (EPA Company No.53883) 
5903 Genoa Red Bluff 
Pasadena, TX 77507-1041 

CONTACT PERSON (Return to} 

Anne Turnbough 
Control Solutions, Inc. 
5903 Genoa Red Bluff 
Pasadena, TX 77507~1041 

REGULATORY ACTION SUPPORTED BY THIS PACKAGE: 

This submission is to support the EPA registration application for the new end-use product CSI 
Fipronil + Novaluron Spot-On for Dogs (EPA File Symbol53883-NEW). 

SUBMITTAL DATE: 

June 06, 2012 

Volume Study Title MRIDNo. 
I Administrative Materials 48843200 
2 Group A Product Chemistry for the End-Use Product CSI 48843201 

Fipronil + Novaluron Spot-On for Dogs 
3 HPLC Method of Analysis for: Fipronil + Novaluron 48843202 
4 NF Soot-On Product Chemistry (Group Product Properties) 48843203 
5 NF Spot-On Acute Oral Toxicity (UDP) in Rats 48843204 
6 NF Spot-On Acute Dermal Toxicity in Rats 48843205 
7 Waiver Request of Requirement for Further Testing for Acute 48843206 

Inhalation Toxicity for Following CSI Products: CSI Fipronil + 
Novaluron Spot-On for Dogs; and CSI Fipronil + Novaluron Spot-
On for Cats 

8 Acute Eye Irritation Study in Rabbits 48843207 
9 NF Spot-On Acute Dermal Irritation in Rabbits 48843208 
10 NF Spot-On Skin Sensitization in Guinea Pigs 48843209 
II General Safety Evaluation offipronil-Novaluron Spot-On in 8- 48843210 

Week-Old Puppies and Adult Dogs 
12 Dose Titration Probe with Novaluron Squeeze-Ons on Dogs 48843211 

Measurin_g Flea Egg Sterilization 
13 Dose Confirmation for a 30 day Claim for a Novaluron Squeeze-On 48843212 

on Dogs Measuring Flea Egg Sterilization 
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Volume Study Title MRIDNo. 
14 Comparative Efficacies of a Fipronil + Novaluron Spot-On and 48843213 

Frontline Plus against Fleas (Ctenocephalidesfelis) and Ticks 
(Rhioiceohalus sanzuineus) on Dogs. 

15 Waiver Request for Group B Product Properties 48843214 
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Please read fnstructions on reverse before compleffng form. Form Approved. OMB No. 2070-0060. Approval expires 05-31-98 

United Stales ~-Registration OPP Identifier Number 

EPA Environmental Protection Agency O_Amendment 
Washington. DC 20460 0 Other 

Aoollcatlon for Pesticide- Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

53883-NEW John Hebert 

4. Company/Product (Name) 
Control Solutions. lnc.ICSI Fi ronil + Novaluron Soot-on for Doas 

5.PM# 7 ~None 0Reslricted 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance wijh FIFRA Section 3( c )(3)(b)(l), my 

Control Solutions, Inc. 
product is similar or identical in composition and labeling to: 

5903 Genoa Red Bluff 
Pasadena, TX 77507 EPA Reg. No. 

Product Name 

0 Check if !his is a new address 

Section II 

D Amendment- Explain below. D Final printed labels in response to Agency letter dated XX-XX-XX 

D Resubmission in response to Agency leiter dated XX-XX-XX D "Me Too" Application 

. 0 Notification- Explain below. ~ Other- Explain below . 

Explanation: Use additional page(s) if necessary. (For section I and Section II.) 
Submission of a registtation application for the new end-use product CS! Fiptonil + Novaluron Spot~on for Dogs. 

Section Ill 
I. Material This Product 1/Vill Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

cgj Yes• cgj Yes DYes 0Metal 

0No D No c><:J No cgj Plastic 
lf"Yes" No. per lf"Yes" No. per 0Giass 

*Certification must Unit Packaging wgt. Container Package wgt. Container 
0Paper 

be submitted 0.023 n oz (0.67 ml) I 1. 2, 3, 4, 5, 
0.045 noz(1.34ml) 6, 12. 24 vials I Oother (Specify) Plastic Bag 
0.091 t1oz(2.68m1) 
0.136 t1 oz(4.02 ml 

3 Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

~Label 0 Container 0.023 f1 oz (0 67 ml). 0.045ll oz (I 34 ml). 0.09t n Don Can 
oz (2.68 ml), 0 136 0 oz (4 02 mt) [Zion Labeling accompanying product 

6 Manner in Which Label is Affixed to Product Olithograph ~Other 
0Paper glued 

Ostenciled 

Section IV 
1. Contact Point (Ccmplete items direc/ly be/ow foriden1ifica/ion ofindivfdualto be con/acfed, if necessary, /o process this apph'cah'on.) 

Name Tille Telephone No. (Include Area Code) 

Anne Turnbough Director, Regulatory Affairs 281-892·2532 

Certification 6. Date Application 
1 certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. I Received 
acknowledge that any knowingly false or misleao:fmg statement may be punishable by fine or imprisonment or both (Stamped) 
under aoolicable taw. 

2. Signature f\-ruo.~ IY/--r;:;r'('.bO~~:::_. 3. Title 

BY: Director, Regulatory Affairs 

4. Typed Name: Anne Turnbough 5. Date: 06/06/2012 



Form approved. OMB No. 2070-0060, 207U· 2070-0107, 2070-0122, 2070-0164. 

&EPA 
United Stales 

Environmental Protection Agency 
Washington, DC 20460 

Formulator's Exemption Statement 
(40 CFR 152.85) 

Applicant's Name and Address EPA File Symbol/Registration Number 

Control Solutions, Inc. 
53883-NEW 

5903 Genoa Red Bluff Product Name 

Pasadena, TX 77507-1041 CSI Fipronil + Novaluron Spot~On for Dogs 

Date of Confidential statement of Formula (EPA Form 8570-4) 

06/06/2012 
As an authorized representative of the applicant for registration of the product identified above, I certify that: 

(1) This product contains the following active ingredienl(s}: 

Fipronil 
Novaluron 

(2} Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the manufacturing, 
formulation or repackaging another product which contains !hal active ingredient which Is registered under FIFRA Section 3, is purchased by 
us from another person and meets the requirements of 40 CFR section 158.50(e}(2} or (3). 

(3} Indicate by checking (A} or (B) below which paragraph applies: 

71 (A} An accurate Confidential Slalemenl of Form uta (EPA FORM 8570-4) for the above identified pro::lucl ·Is attached to this statement. 

That formula statement indicates, by company name, registration number, and product name, the source of the active ingredienl(s} listed in 

paragraph (1). 

OR 

' (B) The Confidential Statement of Formula (CSF)(EPA Form 8570-4) referenced above and on file with the EPA is complete, current, an 

accurate and contains the information required on the current CSF. 

(4) The following active ingredients in this product qualify for the formulator's exemption. 

Source 

Active Ingredient Product Name Registration Number 

Fipronil    
Fipronil    
Fipronil    
Fipronil    

Novaluron    

D ( 

Signature r;;-: Name and Tille Date 

1\-h ... ~ J.L 
«) -ru:rr'\.bou6 '"" Anne Turnbough, Director, Regulatory Affairs 06/06/2012 

- -EPA Form 8570 27 (Rev. 06 2004) Copy 1 EPA 
Copy 2 - Applicant copy 
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*Product ingredient source information may be entitled to confidential treatment*
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Fonn Approved OMB Nos. 2lo. ~-0060; 2070-0057; 2070-0107; 2070-D122; 2070-0164 

.,.., . ..., 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY l ft ; 

\li.Z:' 1200 Pennsylvania Avenue, N.W. '-" WASHINGTON, D.C. 20460 

P:tpcrwork Rcductiou Act Notice: The public reponing burden for this collection ofinfommtion is csti111atcd to average 1.25 houP,; per response for rcgistmtion 
aud 0.25 houP,; per response for rcrcg'tstmtion and special n::vic._,, activities, including time for reading the instructions and completing the necessary fornts. Send 
co111mcnts regarding hurdcn C8tilt>atc or auy other aspect of this cotlcctiou ofiufonmtion, including suggestions for reducing the burden to; Director. Collection 
Strategies Division (2~22T), U.S. Environmental Protection Agency. 1200 Pcnnsyl•·ania Awnuc, N.W., Washington. DC 20460. Do not send the completed fonn 
to thi> address. 

Certification with Respect to Citation of Data 

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Number/File Symbol 
Control Solutions, Inc., 5903 Genoa Red Bluff Pasadena, TX 77507 53883-NEW 

Active lnoredientts\ and/or representative test comoound(sl Date 
Fipronil and Novaluron June 06,2012 

General Use Pattern(s) (list all those claimed for this product usinQ 40 CFR Part 158) Product Name 
Indoor non-food CSI Fipronil + Novaluron Spot-On for Dogs 

NOTE: If your producl is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to 
submit this fonn. You must submit the Fonnulator's Exemption Statement (EPA Fonn 8570-27). 

D 
I am responding to a Data-Call-In Notice, and have included with this fonn a list of companies sent offers of compensation (the Data Matrix form should 
be used for this purpose). 

SECTION 1: METHOD OF DATA SUPPORT (Check one method only) 

D 
I am using the cile-all method of support, and have included with this form 

0 
I am using the selective method of support (or cite-all option 

a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this fonn a 
should be used for th'ts purpose), completed ftsl of data requirements (the Data Matrix fonn must be 

used). 

SECTION II: GENERAL OFFER TO PAY 

{Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements] 

D I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA 

SECTION Ill: CERTIFICATION 

I certify that this application for registration, this fonn for reregistration, or this Data-Call-In response is supported by all data submitled or cited in the 
application for registration, the fonn for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method is 
indicated in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or 
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data 
requirements m effect on the date of approval of this application if the application sought the initial registration of a product of identical or similar composition and 
uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration. that I am the original data submitter or that I have obtained 
the written pennission of\he original data submitter to cite that study. 

I certify that for each study cited in support of lhis registration or reregistration that is not an exdusive use study, either: (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submilter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for lhe study; (d) the study is in the public literature; or (e) I have notified in writing the company that submitted lhe study and have 
offered (I) to pay compensation to the extent required by sections 3(c}(1 }(F) and/or 3(c)(2)(B) of FIFRA; and (ii) to commence negotia~ons to detennine the 
amount and tenns of compensation, rr any, to be paid for the use of the study. 

I certify lhat in all instances where an offer of compensation is required, copies of all offers to pay compensatiOn and evidence of their deHvery in 
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submilted lo the Agency upon request. Should I fail to produce such 
evidence to the Agency upon request, I understand that the Agency may iniliate action to deny, cancel or suspend the registration of my product in conformity with 
FIFRA. 

I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law. 

Signature 

!\,...,__..__Q_ YY} Jurt"-bou~ Date Typed or Printed Name and Title 

June 06, 2012 Anne Turnbough, Director, Regulatory Affairs 

EPA Fonn 8570-34 (12 2003) Electrontc and Paper verstons available. Submit only Paper verston. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

'h I Jj 

·' I 

., 

II· i 1 ti 
iu !lie i1 11 ti and I in 

burden to Director; OPPE Information 

i. I 

" 

J I 
i i 

" i· ,, 

,, r 

" ,, . ,, 
i I Test Ill 

Thcrmo!Onnc Blister Pack for Jlipcttcs of0.5 mL C'IPOCity, 
0.67 mL Capacity, 1.34 mL Capacity, 2.68 mL Capacity, 4.02 

I I' I r 

20460 
rcspou~c <1li 1 i i 

Semi comments regarding 1 burden csti111atc or any other 
37) U.S. Environmcntol Protection Agency, 401 M Street, S_W_, 

Mnnul'acturing Ltd . 

Mam1fucturing Ltd. 

Name l'ltlc 
Anne Turnbough, Director, RcgJJlatoJy Aflbil·s 

" 

Date 
06/06/20 J 2 

" 
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Form A[l[lr<nd OMn No. 2676-001:0 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
\Q, 

401 M Street, S.W. "'""•"'"' 

WASHINGTON D.C. 20460 
Paperwork Reductiou Act Notice: The public rcporti11g burdeu for this collection ofinfommtion is estimated to average 0.25 hours pcrtesponse for rcgisuation actil'llics an 0.25 homs per response for 
rercgisllijtion und :;pccial r~..,·i;;w activilks, including time for r~adil)g th~ instructiu;t ;,nJ CVII)plcting tile u~ccs,my fun us. Scud Wllllll~"i' oeg~n.liug ;;.., Uunk11 csli111uic u1 m ullmr a!ipc~t ufthis cullc~tion of 
infounation, iududing suggestions for reduciug the burden to Director. OI'PE tntbnnmiou MQnagcmcnt Division (2137) U.S. Environmental Pmtection Ageucy, 40 l M Street S.W., Washing1011, DC 20460. Do 
not sew.! Ute fotmto this address. 

DATAMATRlX 
0Htc: Jutw 06, 2012 EPARc No./Filc S mbol 538 3-NEW Pac2of6 
Applicant's/Registrattt's Name & Address Product: CSI Fipronil + Novalu on Spot-on for 
Control Solutions, Inc., 5903 Genoa Red Bluft; Pasndcna, TX 77507 Dogs 
l~_~g_redicnts: Fi ronil, Novaluron 
Guideline Rcfcmncc Number Guideline Stud Name MRIDNumbcr Submiucr Status Note 
NA Use of One Tube lx Child Resistant Unit Puck~ging, Di!lu (Child nnd 4861•1201 Scrgcnnt' s Pet Care Pro luc\s, PER 

Scttior) to Support All Unit Configurations for Fipronil Based Spot-Ou Inc. 
Registrations 

40 CFR 157 Evahtatiott of the Dog Squeeze On 0.67ml White Applicator with Ornngc 48614202 Sergeant's Pet Care Pro ucts, l'ER 
Labcllttdicmor (lx), Scisso~ to Open· F"'l as al'oisonl'revcntion I tiC. 
Package for Sergeant's Pet Care Products, Inc. 

40 CFR 157 Evaluation of the Dog Squeeze On 1.34m1 Wltitc Applicator with Green 48614203 Sergeant's Pet Cure l'n UCtS, PER 
Label indicator (lx), Scissors to Opcu- F"'l as a Poisnn Prevention Inc. 
Packnge for Scntemn's Pet Cnre Products, Inc. 

40 CFR 157 Evaluation of the Dog Squeeze on 2.68m1 White Applicator with Red 48614204 Sergeant's Pet Cure Pr ucts, PER 
Label indicator (lx), Scissors to Open· F=l ns H 1roisou Prevention Inc. 
Puc~~ for Se~ant's Pet Care Product, Inc. 

40CFR 157 Evaluation of the Dog Squeeze On 4.02m1 White Applicator with Blue 4861•1205 Sergeant's Pet Citrc Pre ducts, PER 
Labcllndicalor (lx), Sci~sors to Open· F=l HS ~~Poison Prevention Inc. 
Pack_(lge for Scrgcattt's Pet Care Products. Inc. 

•IOCFR 157 Evahtntiott oftlte Dog Squeeze on 0.67m1 White Appli~ntorwitlt Orungc 48059803 Sergeant's Pet Care Pr nets, PER 
1.~1bcllndicator (3x), Scissors to Open- F"'l as a l'oisol\ Prevention Inc. 
Package for Sergeant's Pet Care Prnducts, luc. 

40 CFR 157 Evaluation of the Dog SqttCC7..c 011 1.34tn1 White Applicator with Green 4859804 Sergeant's Pet Citre i'r UCtS, PER 
Lnbellndicator (3x), Sci3~ors to Open- F""l as a l'oisou Prevention Inc. 
Pack(lge for Sc.rg~ant's Pet Care Jrroduct~, lttc. 

40 CFR 157 Evahtotion ofthe Dog Squeeze on 2.68ml White Applicutor with Red 4859805 Sergcunt's Pet Cure Pre ducts, PER 
Labcllttdicntor (3x), Scissors to Open· F=l as a PoisottPrevention Inc. 
lrack~(! for Se~ant's Pet Care Products. Inc. 

40 CFR !57 Evaluation of the Dog Squeeze on 4.02ml White Applicator witl1 Blttc 4859806 Serbrcant' s Pet Citrc Pr ducts, PER 
Label indicator (3x), Scissors to Open· F=l as a Poison Prevention Inc. 
Pack~!! for Sc.rg£_attt's Pet Care Products, Inc. 

40CFR !57 Evaluation ofthe Cat Squeeze On 0.5 ml White AppliCli\OI" with Purple 48650101 Sergeant's Pet Care Pr ucts, PER 
Labclltl(licator (3x), scissors to open- F=l as 11 Poison Prevention !tiC. 
Packaee for Screcant's Pet Care Product~, Inc. 

Signature: 

- 60:::.. 
N~uue and Title Date 

/~n~·.il. I'Y} /tJ(i\.bOU ' 
Anne Turnbough. Director, Reguhttory Alf irs 06/06/2012 

f. I' A Fomo &l"l<Wlt9·97) Elctllonor Md P"Jler V"'•onr A"ol•blo Submll only Paper •·co non Agr~ry hoi< no I u,. Copy 
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Form AJtpro><tl OMU No,1070.0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

~. WASHINGTON, D.C. 20460 
Pnpenvork Reducliou Act Notice: The public reporting bmdcn lbr this collection ofinrormalion is cslinulted lo average 0.25 homs per icsponsc ror rcgislmlion activities and 0.25 l1oms per icsponsc l(H 
ielcgisti;nlon ami special review activiliCS, includiug lime Cor rcmling the instmc1ion and c01nplc1ing the necessary fOi 1ns. ScmJ com111cnls rcgmding 1he burdc11 csJunnlc or auy other aspect of this collection 
ofillf0i1Th1liou, includiug suggestions for rcduciug the burden to Director: OPPE Jn(onnalion Monagcmcut Division {2137) U.S. Environmcntail'rotectiou Agency, 40 l M Street, S.W., Washington, DC 
20460. Do not send the fmn1 to this address. 

DATA MATRIX 
Dale: June 06,2012 EPA Rc No./File S mbol 53883-NEW l'areJoffi 
Applicanl's/Rcgislranl 's Name & Address l'rOJiucl: CSI Fipronil ~- Novah1ron Spot-on for 
Control Solutions, Inc., 5903 Genoa Red BlulT, Pasadena. TX 77507 Dogs 
Ingredients: Flpronil, Novaluron 
Guideline Guideline Study Name MRID Number Submillcr Status Note 
Reference NtUI!ber 
870.7200 Gcnenil SaiCly Evaluation offiprunil·Novahmm Spot-on in 8-Wcck-Oid l'!lppics 48843210 C01!lrol Solutions, Inc. OWN 

ami Atluh Dogs 
870.7200 Arnaud, J.; Consalvi, 1'. (1993) Assessment ofTolernnec of a 0.25% RM 1601 <13121110 

? MERIAL LIMITED OLD 
Spray Formulation in Dogs nJ 3, 9, and 15 ml/kg When Applied 6 times lD lite 
Jlaircoal al 28 DHy lnlcr,,als: Revisc1l: Lub Project Numhcr CLII38. 
Unpnhlished slmly prepare1l by Rhone Mcrieux, Inc. 61) p. 

870.7200 Arnaud, J.; Consalvi, 1'. ( 1993) Domestic A11imal Sa!Cly: Assessment nflhc tJ3J21111 I ME RIAL LIMITED OLD 
Tolerance of a 0.25% RM 160 I Spray in Nursing Puppies Administered Twice al 
n28 Day lnlcrvnl ala Dose Rnle of6 111l/kg: Revised: Lab Project Number CLI • 
180. UnpJJblishcd study p7cpared by Rlmne Mcrieux, ll1e. 3i p. 

870.7200 Schwartz, E. ( 1994) D01ncslic Animal Safely Study ofRM !60 IC Topical Spray 43444905 MERIAL LIMITED OLD 
(Fro1Uiinc Spray Treatment) in Juvc~tilc Dogs: Lnb l'rojccl Number: 94423: PS-
232DAS. Unpublished slndy pre mrcd by While Eagle Toxicology Lnbs. 171 p. 

870.7200 Walker, K. ( 1995) Discussio11 in Support of Bridging Dome~tic Animal ~niCty 43577711 ,__/ MERIAL Ll MIT ED OLD 
Data on fr011tlinc Spray TrcatmcnllO Frontline Spol TrCil~enl DaiaT'fickagc. 

\ <II < Unpublished study 1 reparcd hy Rho11c Mcricux, Inc. 6 p. 
870.7200 Powell, L.; Pa!Tell, R. (1995) Domcsli!.L1nimal §.afcly Study h)' Topicl!l 

Adminislrnlion to Dogs: Fipmnil-sPo( Trcat;n~-~~~ ('il:MT60TE):Tii.bl%jccl 
'13863802 MERIAL LIMITED OLD 

Number: MRX 23/950406. Unpuhlisltcd study prepared by Huntingdon 
Research Centre, Lid. 219 p. 

810.3300 Evercll, R.; Cunningham, J. (1993) A Dose Titration Study to Dclcnnine the 43121114 
OJ1li111al SJ!ray Concentration of RM I (JQ I lbr Long Tcnn Control or the Cnl 

L/ MERIAL LIMITED OLD 

Flea Ctenocephalides rclis nnd the Brown Dog Tick RhiJ!iccphalus sangulncus 
in the Dog: Revised: Liib Project Number: RMD 292: I'/214LT. Unpubli~hed 
sludv nrCpare1l bv Asucsearch Consultants. 53 p. 

Signature: 

('() -~T_~·r r'- b ou~ 
Na111e and Title Dale 

A-·h.-t~ Q... 

Anne Turnbough. Director, Rcgnlnlory AJTairs 06/0612012 

EP,\ htttt8!70·ll ?-97 Ei<""'"" '"til p, or V'"'""'Avatlahl•- Submo ottl I''P" v"""" A,<nry ltt><rot•llbe CGitY 
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Form At'I"GI'<d 0.\111 No.l070-0000 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W . 

. 11. WASHINGTON, D.C. 20460 
Paper>Vork Rttlnction Act Notice: The public reporting burden for this collection of information is estun~ted to ~vcragc 0_25 honrs per respunse for registration activities on 0.25 hours per response for 
reregistration and special review actiuitics, including Urn<: for reading the inslntclion nud c01nplcting the necessary IOrms. Send comments regarding the bnrdcn estimate or an other a~pect of litis collection 
ofinformotion, including suggestions tbr reducing the burden 10 Director: OI'PE Information Managcm~nt Division (2137) U.S_ Environment;~! Protection Agency, 40 t M Str e t, S.W., W~shington, DC 
20460. Do not send the fonn to this address_ 

DATA MATRIX 
Dntc: June 06, 2012 EJ' A Rc r No./Pilc S mbol 5381B·N · \V Page 4 of6 
Applicanl's/Rcgistraut's Ntune & Address Product: CSI Fipronil + Novaluron S Ot•On for 
Control Solutions, Inc., 5903 Genoa Red Bluff. Pasadcmt, TX 77507 Dogs 
In rcdicnts: Fipronil, Novaluron 
Guideline Guideline SlttdyNamc MRID N1tmbcr Submitter St:ttliS Note 
Reference Number 
810.3300 Cruthcrs, L. (1993) l'roducl PcriOnrumcc: A Dose Confirmation Study to 43121115 MERIAL LIMITED OLD 

Verify the Optimal Spray Concentration ofRM 160 I for Long Residual 
Control of the Ott Flea (Ctenocephalides fclis) and the Brown Dog Tick 
(R hipiecpiiHitts sang11ineus) iu I he Dog: Revised: Ltb Project Number: 9251 · 
P/215L T. Unpjtblished study prepared by Profess"toHnl Labs 1tnd Research 
Services, Inc. 51 p. 

810.3300 Everett, R.; Cunningham,]. ( 1993) A Compamtivc Evahmtion of Two 43121116 ME RIAL LIMITED OLD 
Treatment Regimes Using RM 1601 Spray for Control oflhc Cat Flea 
Ocnoceplmlides fclis on the Dog: Revised: Lab Project Number: RMD 692: 
l'/222LT. Unpltblishcd stttdy prepared by Agrcscarch Consttltants, Inc. <10 
p. 

810.3300 McCall, 1.; McTier, T. (1993) Labomt01y EvHiuation of RM 160/Spmy lOr 43121117 MERIAL LIMITED OLD 
Control Dcrmnccntor variabilis and Rllipcccphahts sangninc1ts on I he Dog: 
Lab Project Number: RMffKS/93/1 L: PS/229L T. Unpublished study 

I nrc nrcd bv TRS Labs, Inc. 18 n. 
810.3300 Everett, R.; Cimninghum, J. (1993) A11 Investigation Study to Evnhmtc the 43121118 MERIAL LIMITED OLD 

Effccl of Bathing of Laborntory Dogs on the Effic~ICY of RM 160 I Spruy: 
Revised: Lab Project Number: RMD 592: I'/220L T. 
1rcparcd by Agr~scarch Cousult~1nts, Inc. 43 p. 

Unpublished study 

810.3300 Cruthcrs, L. (1993)Efficacy ofRMI601C al3 ml/kg and 6mllkg 43121122 ME RIAL LIMITED I OLD 
Againsllxodcs scapularis/dm11mini Nymphs, Dermacentor variabilis 
Nymphs, Amblyon1111a amcricantun Nymphs, Rhipicephalus sanguineus 
Nymphs, and Ctenocepl111lidcs fclidcs Adnlls Using Treated Dog Hair as the 
Testing Substrntc: Revised: Lub Project Number: 9320: I'/225LT. 
Unpublished study prepared by Profc>sional Lub all(l Research Services, Inc. 
28 p. 

810.3300 Keister, D. ; Walker, K. (199•1) Frontline Spray Trcatntcnt (RM 160 I C): ,13,1<14901 ' MERIAL LIMITED OLD 
- Studv Summaries. Un ltblisltcd studv nre arcd bv Rbonc Meriel IX, Inc. 17 o. 

Signature·. ~-- ~ Name and Title Date 

'(Yj h)rf'..bo~ - --....., Anne Turnbough, Director, Regulatory Allbirs 06/06/2012 
1\·vu-, o_ 

T:I'A Form S570-J5 ( 0.971 Eletllom< :m<l Pop« Y""""' .\y,.J>blo S"bmn only I'O(>« YOIS>O" All<>><)' 1""'"'1 U•• Copy 
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Foruo •'I'P'o'·od OM II No. :W70-ll060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Jt 401 M Street, S. W. 

/?,, WASHINGTON D.C. 20460 
P~pcrwork Retluction Act Notice: The public reporting burden tOr this collection ofinlOrmmion is estimated to uvcr~ge 0.25 hm1rs per response for registration activities and 0.25 hours per response for 
reregistruuon and ~pecial review ncti,•itics, inclmling time for reading tile in~ruc11on and completing the necessary forms. Send coonments regarding the burden estimate or any other aspect of this collection 
of infonmltioa, including sugge~tions for rcdJ1cmg the burdcnlo Director: OPl'E Information Management Divis1on (2137) US. Envirmmrunlal Protection Agency, 40 l M Street, S.W., Washington, DC 
20460. Do not send the form to this address. 

DATA MATRIX 
Date: Jnnc 06, 2012 EPARc No.lfile S mbol 53883-NEW Page 5 of<i 
Applicnnl's/Rcgistrant's Name & Address Product: CSI Pipronil + Novulnron SpoJ-on lbr 
Control Solutions, Inc., 5903 Genoa Red Bhtll: Pasadenu, TX 77507 Ongs 

Ingredients: Pi ronil, Novaluron 
Guideline Guideline Study Nrunc MRIDNumbcr Suhmiltcr Status Note 
Reference Ntunhcr 
81 0.33JJO Wnlkcr, K. (1995) St~_§.!l~lmarics: Frontline Spot Trcutmcnt (RM 160JE/62). 43577701 ' ME RIAL LIMITED OLD 

Unmtblishcd studv ni-CIJiJrcd bYRliOi\c Mcricm:, I II C. 17 n. 
810.3300 McCnll, J. : McTier, T. ( 1995) Positive Referenced und Untreated Controlled, 43577712 v MERIAL LIMITED OLD 

Cimlinuatory Lahomtory Trial of RM 160 IE SPOT-ON Fonnulation Applied ln 
Dob'S as 3 Weight Clas~ Defined Vohnnc~ for the Conrol of the Cut Flea 
Ctenocephalides felis, the Brown Dog Tick Rhipicephalus sanguineu~. amlthc 
American Dog Tick Dermflccnlor Vltriabilis: Lab Project Ntmtbcrs: RM/FLS-
TKS/94/2L: RMI VSR- 249LT: PT -249LT. Unpublished ~tndy prepared by TRS 
Lnbs, Inc. 41 '· 

810.3300 Duke, K. (1996) Frontline Top SpotJRM 160 I E/62): Study ~)I!J.UJlQries. 43!)51 7JJJ MER! AI. LIMffED OLD 
Unpublished study prepared by Rhone Mcricux, Inc. 2 J"i}:"" 

lll0.3300 Duke, K. (19%) FrontliliC Spmy Treatment: Experimental Usc !'crlllit: (Erlicaey 4•1088901 --, MERIAL LIMITED OLD 
Data): Lab ProjeeJ Number: PS-264CT: PS·265CT. Unpublished study prcpnred 
hy Rhone Mcricux, Inc. 10 p. 

SI0.3300 Ahmed, Z. (2002) Study Summaries: Frontline Plus For Dogs. Unpublished study ,)5(112701 :/' MERIAL LIMITED PAY 
prepared by Mcrial. 40 p. ' 

810.3300 Pengo, G.; PolhHeier, M.; Darrick, R. (2000) An Eflicacy Study ufPruntliuc Spray. 45620501 v _..-!viE RIAL LUvl!TED PAY 
Frontline "fop Spot, and ML-2,095,988 509T, Jbr !he Trcatmentnnd Control of ' 
Trichodectes canis in the Dog: Final Report: Lnh Project Number: !'R&D 002210 I, 
PR&D 00221. Uupublishcd study prepared by Centro Vctcriuario Oriolo. 24 J. 

810.3300 Marchiondo, A. (200 I) I'R & D 002410 I: Frontline Sprny/Fruntlinc Spot-On/ML-2, 45(120504 \. MERIAL LIMITED PAY 
095,988 509T/Dogs/Solution!Topical: Fhml Report: Lnb Project Number: I'R&D 
0024101: PR&D 00241. Unpublished ~tudy prepared by Stilhncadow, Inc. 29 p. 

810.3300 Gnxiola, S.; Alvn, R.: Irwin, J. (2001) I'R & D 0052301: Frontline Spruy/Frontlhw 45620505 / MERJAL LIMITED PAY 
Spot-On/ML-2, 095, 988 509T/Dogsl Soh1lio111Topicnl: Finnl Report: Lah Project 
Number: PR&D 0052301. PR&D 00523. Unpublished study prcpnrcd by University 
of Sinaloa. 40 n. 

810.3300 Pengo, Cr.; Polhueier, M. (2000) Frontline Spray & Top Spot/ Dogs/Solutionn·opical 45620506 . MERIAL LIMITED PAY 
Cliniai/Dosc Confirmation/ Eetoparasitcs, Mites, Sarcoptes Senbici var ennis: Final 
Rcpo11: Lab Project Nu111ber: PR&D 001290 I: PR&D 00129. UnJiuhlishcd study 
Jrdn~rcd bv Centro Vcterinario Oriolo. 23 n. 

Signature: --- ot:" Nan1c ~nd Title Date 

i\-~Q__ fYJ lurr,__boU - " Anne Turnbough, Director, Regulatory AO'airs 06/06/2012 

El'" Foono 8170.Jii'l-9i) T:lo"mmc an~ ra "Vo"'""' ,\>o,ol•blo Submil o"lr l'•r« """'on "~'"'Y lnlerual Uoo Cory 
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Fonn Apt"""d (1~111 No.l070·0060 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W . 
• WASHINGTON, D.C. 20460 

Paprrwork Reduction Act Notice: 'fhc public reporting bnrden for Uus collection of infonnation is estimated to average 0.25 hours per response tOr registration activities and 0.25 hoors per response for 
reregistration nnd spcci~l review activities, including time for reading the instn,tction and cnmpleting the nccessar)' forms. Send rommcnts regarding the burden estimate or any other aspect of this collection 
of inthnnation, inclndiog suggestions for retlucing the burden to Director: OPI'E tnfonnutton Management Division (2t37) U.S. Enviroomeutall'rotcction Agency, 40 t M Street, S.W_, Washington, DC 
20460. Do not send the fonn to this address_ 

DATA MATRIX 
Date: J11ne 06, 2012 EPA Reg NoJFilc Symbol 53883-NEW Pagc6of6 
Applicunt's/Rcgistrant's Name & Address Product: CSI Fipronil-• Novaluron Spol-on for 
Control Solutions, Inc., 5903 Genoa Red Bluff; Pusudcmt, rX 77507 Dogs 
Ingredients: Fipronil, Novaluron 
G1tidclinc Rel"crcncc Guideline Study Name MR1DN111nber Sttbmittcr Stutu~ Note 
Ntnnbcr 
810.3300 Pl.lngo, G.; Pollmcicr, M. (2002) Study to Confirm the Ei1kacy or 45628201 MERIAL LIMITED PAY 

Fipronil Againsl Lice in Dogs Under Field Conditions: Final Rc(lort: 
Lab Project Number: PR&D 0037401. Unpublished study prepared by 
Centro Vetcrinario Oriolo. 21 '· ) 

8103300 McCall, J.; Alvn, R.; lrwitt, J.; ct nl. (2002) A Shtdy to Evnlunlc thl.l 45866902 J MERlAL LIMITED PAY 
Efficncy ofFronllinc l'lus for Conlrol of Mosquitoes, Aedes aegypti, 011 
Dogs: Finnl Repnrt: Lnb Project Number: l'R&D 0055201. Unpublished 
sludv prepared bv TRS Lnbs, lnc. 24 J. 

810.3300 Dose Titration Probe with Novaluron Sqncc?.c-Ons on Dogs Mcns11ring 48843211 Control Solutions, lnc. OWN 
Flcn Egg Sterilization 

810.3300 Dose Confinnntiou for n 30 day Claim for a Novahtron Sqw.lC7--C-0n on 48843212 Control SolutitlllS, lnc. OWN 
Do •s Measuring Flea Egg Stcrilizntion 

810.3300 Comparative Enicacics of a Fipronil + Novahtron Spol-011 and Frontline 48843213 Control Snhttions, lnc. OWN 
Plus against Fleas (Ctermcep!tafide.rfe/is) nml Ticks (R/ripicep/1(1/r/s 
.mllJ?Irirretrs) on Do •s. 

Sigtmt11r~·: 

iYJ -crr"-boc_~ 
Numc mul Title Date 

1\n_,~ Q_ 

Anne Tmnbough, Dircl.ltor, Rcg11httory AftUirs 06/0612012 

" .1_\ ?-?7 !HAfmmSl70_ • ' . ' A~ ncy lntt <n•lll< r:G " 
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June 06, 2012 

John Hebert, PM 7 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Document Processing Desk 
Room SM4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: Child Resistant Packaging Certification 
CSI Fipronil + Novaluron Spot-On for Dogs 
EPA File Symbol 53883-NEW 

Dear Mr. Hebert: 

Incorporated 

I certify that the packaging used for the following product meets the standards of 40 CFR 157.32, 
including the revised standards in I6 CFR l700.15(b), when tested by the revised testing 
procedures in 16 CFR 1700.20, as published in 60 FR 37710 (July 21, 1995): 

• CSI Fipronil + Novaluron SpotMOn for Dogs (EPA File Symbol 53883MNEW) 

Control Solutions, Inc. (CSI, 5903 Genoa Red Bluff, Pasadena, TX 77507-I 041, EPA Company 
Number 53883), is submitting this child resistant packaging certification statement to support the 
new endMuse product registration application for CSI Fipronil + Novaluron SpotMOn for Dogs 
(EPA File Symbol 53883MNEW). This certification statement is based on data submitted to EPA 
by Sergeant's Pet Care Products, Inc. and Klocke Verpackungs-Service GMBH for their 
respective child resistant packaging. 

The data to support CRP packaging by Sergeant's Pet Care Products, Inc. are found under MRID 
48614202, 48614203, 48614204, 48614205,48059803,48059804,48059805 and 48059806. 
These data allow for CRP packaging configurations of IX, 2X, 3X, 4X, 5X, 6X, l2X, and 24X 
in the fiii weights 0.023 fl. oz. (0.67 ml), 0.045 fl. oz. (1.34 ml), 0.091 fl. oz. (2.68 ml), and 
0.136 fl. oz. (4.02 ml). The CRP instructions for the Sergeant's Pet Care Product's, Inc. 
packaging is "How to Open: Remove product tube[ s] [vial] from the package. [Separate one tube 
from the others.] Hold the tube [vial] with notched end pointing up and away from the face and 
body. Use scissors to cut off the narrow end at the notches along the line." 

5903 Genoa Red Bluff o Pasadena, TX 77507-1041 
281-892-2500 o Fax 281-892-2501 

• \\·ww .control sol utionsinc.com 
0 800-242-5562 
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John Herbert 
Page 2 
June 06,2012 

The data to support CRP packaging by Klocke Verpackungs-Service GMBH are found under 
MRID 48652701,48703501,48703502, and 48703503. These data allow for a CRP packaging 
configuration of3X in the fill weights 0.023 fl. oz. (0.67 ml), 0.045 fl. oz. (1.34 ml), 0.091 fl. oz. 
(2.68 ml), and 0.!36 fl. oz. (4.02 ml). The CRP instructions for the Klocke Verpackungs-Service 
GMBH packaging is "DIRECTIONS FOR OPENING PACKAGING: 1. Cut along scissor cut 
line to separate unit. 2. Turn unit over and cut corner at bulb end. 3. From cut corner, peel 
backing completely off from bottom to top. 4. Remove the applicator." 

If you have any questions or need additional information, please contact me at 
aturnbough(~l:comrolsolut ions inc.com or at 281-892-2532. 

Sincerely, 

'~~!!_ ('(} lur,cbOO~ 
Anne Turnbough Ph.D. 
Director, Regulatory Affairs 

cc: Jim Messina, Exponent, Inc. 
Matthew Feinberg, Exponent, Inc. 
Terry McNamara, Exponent, Inc. 



178

July 13,2012 

Rosalind Gross 
Technical Review Branch 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202 

Subject: Child Resistant Packaging 

co 
Incorporated 

CSI Fipronil + Novaluron Spot-On for Dogs (EPA File Symboi53883-GRE) 

Dear Ms. Gross: 

L 

As per the request of the Agency, Control Solutions, Inc. (CSI, 5903 Genoa Red Bluff, Pasadena, 
TX 77507-1041, EPA Company Number 53883), certifies that the packaging used for the 
product CSI Fipronil + Novaluron Spot-On for Dogs (EPA File Symbol53883-GRE) is the 
same, 1~% identi~al pa~~ging, as teste~~-~.~-<.!PJ~r,~_ed ~y_~p~_, a_s_Serg~ai_lt'~-~~! __ <_)re 
Products, Inc. and Klocke VerpackungS-'Service GMBH for their respective child resistant 
packaging. 

If you have any questions or need additional information, please contact me at 
aturnbough(dlcontrolsolutionsinc.com or at 281-892-2532. 

Sincerely, 

~'""c ,'11/uu,boucf~ 
Anne Turnbough Ph.D. 
Director, Regulatory Affairs 

cc: John Herbert, EPA 
Jim Messina, Exponent, Inc. 
Matthew Feinberg, Exponent, Inc. 
Terry McNamara, Exponent, Inc. 

5903 Genoa Red Bluff • Pasadena, TX 77507-1041 
281-892-2500 • Fax 281-892-2501 

• W\Vw.controlsolutionsinc.com 
• 800-242-5562 
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Sergeant's Pet Care Products, Inc. 

10077 South 134th Street • Omaha, NE 68138~ 3710 • Telephone 402.938.7000 • Fax 402.938.7091 • www.sergeants.com 

Apri124, 2012 

John Herbert (PM 7) 
Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 

Subject: Letter of Authorization 
Control Solutions, Inc. I Product Applications for Registration 
CSI Fipronil + Novaluron Spot~On for Dogs, and 
CSI Fipronil + Novaluron Spot~On for Cats 

Dear Mr. Herbert: 

This letter is to notify the U.S. Environmental Protection Agency that Sergeants Pet Care 
Products, Inc. (Sergeant's, EPA Company Number 25I7) authorizes Control Solutions, Inc. 
(CSI, 5903 Genoa~Red Bluff Road, Pasadena TX 77507, EPA Company Number 53883) to cite 
child resistant packaging (CRP) data in support of its applications for registration ofCSI Fipronil 
+ Novaluron Spot-On for Dogs and CSI Fipronil + Novaluron Spot-On for Cats. These CRP 
data are proprietary to Sergeant's, and this letter does not confer ownership or exclusive rights of 
the data; other companies may rely on these data if authorized by Sergeant's. Below is a list of 
the CRP studies and MRID Numbers that CSI is authorized to cite. 

Citation 
MRID 

Number 
Hoskins, K. (2011) Use of One Tube Ix Child Resistant Unit Packaging Data 
(Child and Senior) to Support All Unit Configurations for Fipronil Based Spot-On 48614201 
Registrations. Project Number: SERGEANT/S/02/09/11. 
Ward, R. (2011) Evaluation of the Dog Squeeze On 0.67ml White Applicator with 
Orange Label Indicator (I x), Scissors to Open ~ F= I as a Poison Prevention 48614202 
Package for Sergeant's Pet Care Products, Inc. Project Number: 1746/008. 
Ward, R. (20I I) Evaluation of the Dog Squeeze On l.34ml White Applicator with 
Green Label Indicator (lx), Scissors to Open~ F=I as a Poison Prevention 

48614203 
Package for Sergeant's Pet Care Products, Inc: Final Report. Project Number: 
1746/009. 
Ward, R. (201 I) Evaluation of the Dog Squeeze on 2.68ml White Applicator with 
Red Label Indicator (lx), Scissors to Open - F= I as a Poison Prevention Package 48614204 
for Sergeant's Pet Care Product, Inc: Final Report. Project Number: 1746/0 I 0. 
Ward, R. (201 I) Evaluation of the Dog Squeeze On 4.02ml White Applicator with 
Blue Label Indicator (I x), Scissors to Open - F= I as a Poison Prevention Package 48614205 
for Sergeant's Pet Care Products, Inc: Final Report. Project Number: I746/0II 
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( 

John Herbert 
Page2 
April 24, 2012 

Citation 

Ward, R. (20 I 0) Evaluation of the Cat Squeeze on 0.5ml White Applicator with 
Purple Label Indicator (3x), Scissors to open~ F=l as a Poison Prevention 
Package for Sergeant's Pet Care Products, Inc. Project Number: I746/00I. 
Ward, R. (20IO) Evaluation of the Dog Squeeze on 0.67ml White Applicator with 
Orange Label Indicator (3x), Scissors to Open - F= I as a Poison Prevention 
Package for Sergeant's Pet Care Products, Inc.: Final Report. Project Number: 
1746/002 
Ward, R. (20 10) Evaluation of the Dog Squeeze on l.34ml White Applicator with 
Green Label Indicator (3x), Scissors to Open- F=I as a Poison Prevention 
Package for Sergeant's Pet Care Products, Inc.: Final Report. Project Number: 
1746/003 
Ward, R. (20 I 0) Evaluation of the Dog Squeeze on 2.68ml White Applicator with 
Red Label Indicator (3x), Scissors to Open - Fo= I as a Poison Prevention Package 
for Sergeant's Pet Care Products. Inc.: Final Report. Proiect Number: 1746/004 
Ward, R. (20IO) Evaluation of the Dog Squeeze on 4.02ml White Applicator with 
Blue Label Indicator (3x), Scissors to Open - fo= I as a Poison Prevention Package 
for Sergeant's Pet Care Products, Inc.: Final Report. Project Number: 1746/005. 
Ward, R. (2010) Evaluation of the Cat Squeeze on 0.5mL White Applicator with 
Purple Label Indicator (3x), Scissors to Open~ F~= I as a Poison Prevention 
Package for Sergeant's Pet Care Products, Inc.: Amended Final Report. Project 
Number: 1746/001. 
Ward, R. (20II) Evaluation of the Cat Squeeze On 0.5ml White Applicator with 
Purple Label Indicator (lx), Scissors to Open~ fo=I as a Poison Prevention 
Package for Sergeant"s Pet Care Products, Inc.: Final Report. Project Number: 
1746/007. 
Evaluation of the Cat Squeeze On 0.5ml White Applicator with Purple Label 
indicator (3x), scissors to open-~ F~= I as a poison prevention Package for 
Sergeants Pet Care Products, Inc. Perritt Study No. 1746-006 

MRID 
Number 

48059503 

48059803 

48059804 

48059805 

48059806 

48279601 

48613701 

48650101 

Please feel free to contact me with any questions via telephone at 402~938-7079 or via email at 
KHoskins@SERGEANTS.com. 

Sincerely, 

;Wl;£./is-J~ 
Kelly Hoskins 
Director of Regulatory Affairs 

cc; Anne Turnbough, Control Solutions, Inc. 
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~ 
GRUPPa 

KLOCKE VERPACKUNGS..SERVICE GMBH 

April24, 2012 

John Herbert (PM 7) 
Document Processing Desk 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 S. Crystal Drive 
Arlington, VA 22202 

Subject: Letter of Authorization 
Control Solutions, Inc. I Product Applications for Registration 
CSI Fipronil + Novaluron Spot-On for Dogs, and 
CSl Fipronil + Novaluron Spot-On for Cats 

Dear Mr. Herbert 

Please let this letter serve to notifY the U.S. Environmental Protection Agency that Klocke 
VerpackWlgs-Service GMBH (Klocke) authorizes Control Solutions Inc. (CSI, 5903 Genoa­
Red Bluff Road, Pasadena TX 77507, EPA Company Number 53883) to cite Child Resistant 
Packaging (CRP) data in support of applications for registrations ofCSI Fipronil + Novaluron 
Spot-On for Dogs, and CSl Fipronil + Novaluron Spot-On for Cats products. These CRP data 
are proprietary to Klocke, and this letter does not confer ownership or exclusive rights of the 
data; other companies may rely on these data if authorized by Klocke. Below is a list of the 
CRP studies and MRID Numbers that CSI is authorized to cite. 

Citation 
MRID 

Number 
Novosad, M. (2011) Child Resistant Packaging Study: Thennoforme Blister 48771101 
Pack for Pipettes of0.50 mL Capacity; Report No. KVS-201106 
Novosad, M. (20 11) Child Resistant Packaging Study: Thermo forme Blister 48703501 
Pack for Pipettes of0.67 mL Capacity; Report No. KVS-201107. 
Novosad, M. (2011) Child Resistant Packaging Study; Thermofonne Blister 48703502 
Pack for Pipettes of 1.34 mL Capacity; Report No. KVS-20 11 08. 
Novosad, M. (20 11) Child Resistant Packaging Study: Thennofonne Blister 48652701 
Pack for Pipettes of2.68 mL Capacity; Report No. KVS-201104. 
Novosad, M. (2011) Child Resistant Packaging Study: Thcrmofonne Blister 48703503 
Pack for Pipettes of 4.02 mL C?_p_acity; Report No. KVS-201109 
Novosad, M. (2011) Child Resistant Packaging Study Test Summary Report: 48703504 
Thermoforme Blister Pack for Pipettes of0.5 mL Capacity, 0.67 mL Capacity, 
1.34 mL Capacity, 2.68 mL Capacity, 4.02 mL Capacity; Report No. KVS-
201110 
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Please direct any questions concerning this letter or the infonnation contained herein to Richard 
Schwenimer at +33 3 88 45 33 13 or Via email at richard.schwemrOer@klockc.com. 

Sincerely, 
.... -, 

7 -~c Dr.-Magn~ 
C.E.O. 

cc: Anne Turnbough, Control Solutions, Inc. 
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